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A. REGULATION REPORT AND ACTION-
1.  Regulations Adopted by the Board

Action Required — Action to Amend Title 16 CCR Section 1760 — Disciplinary
Guidelines

Attachment A-1
Committee Recommendation — Move forward with a 15-day notice as

recommended by staff.

Proposed Amendment to Title 16 CCR §1760 — Disciplinary Guidelines

At the April 2008 Board Meeting, the board voted to adopt a regulation change to
amend Title 16 CCR §1760 — Disciplinary Guidelines. During discussion at this
Board Meeting, counsel recommended that the board add several responses to
comments submitted during the written comment period. Staff received these
comments and included responses in the completed rulemaking, which was
submitted to the Department of Consumer Affairs (department) on September 12,
2008.

While the department did approve this regulation, State and Consumer Services
Agency (agency) is concerned about the “Option” language relating to automatic
revocation when a probationer fails to submit cost recovery as mandated. As a
result, it is being brought back to the board for further consideration.

To allow the board to continue to pursue the regulation change and obtain agency
approval that will be required to move forward with the regulation, the board will
need to (1) withdraw the rulemaking and begin over or (2) seek a 15-day notice
removing this specific term. Either action will require a vote from the full board at the
January 2009 Board Meeting to proceed.
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Below is the term in question. The objection raised is to the “Option” language.

As a condition precedent to successful completion of probation, respondent shall pay to the
board its costs of investigation and prosecution in the amount of § . Respondent
shall make said payments as follows: . There shall be no deviation from this
schedule absent prior written approval by the board or its designee. Failure to pay costs by
the deadline(s) as directed shall be considered a violation of probation.

The filing of bankruptcy by respondent shall not relieve respondent of his or her responsibility
to reimburse the board its costs of investigation and prosecution.

Option: If respondent fails to make any payment by the directed deadline(s), the stay shall
terminate and the license shall be revoked without further notice or opportunity to be heard.

Action Required -- Action to Repeal Title 16 CCR Sections 1716.1 and 1716.2,

Adopt Sections 1735-1735.8, and Amend Sections 1751-1751.8 Regarding

Requirements for Pharmacy Compounding and Sterile Injectable Compounding
Attachment A-2

Subcommittee Recommendation — To amend § 1735.3 as proposed in the
rule making to include the following: [Full text provided in Attachment 1]

(a){6) The manufacturer and lot number of each component. If the
manufacturer name is demonstrably unavailable, the name of the supplier

may be substituted. Exempt from the requirements in this paragraph are
sterile products compounded on a one-time basis for administration within
two hours to an inpatient in g health care facility licensed under section 1250
of the Health and Safety Code. '

Currently, pharmacy law provides the authority for a pharmacist to compound drug
products as well as compound sterile injectable products. As required in Business
and Professions Code section 4127, the board adopted regulations to implement the
provisions for pharmacies that compound sterile injectable products. There are no
similar provisions in regulation to detail the requirements for pharmacies that
complete general compounding. This proposal would establish guidelines to provide
uniformity in compounding for California consumers.

The 45-day comment period began in September 2008 and a regulation hearing was
held at the October 2008 Board Meeting. At the conclusion of the regulation '
hearing, the board voted to create a subcommittee of two board members to work
with staff and fully consider all comments received both orally and in writing.



3. Regulations Previously Adopted by the Board — No Action Required

a.

INFORMATION ONLY - Amend Title 16 CCR §1773 and Adopt § 1773.5 —
Establishment of an Ethics Course as an Optional Enforcement Component for
Discipline

Attachment A-3

In April 2007, the board established a subcommittee to examine the
development of an ethics course for pharmacists as an enforcement option as
part of discipline. Based on the work of this subcommittee, the subcommittee
recommended to the full the board that it vote to create a program similar to
the program used by the Medical Board. This proposal would establish in
regulation the minimum requirements for the ethics program. These minimum
requirements are designed to better guide the board and licensees in the
selection of an ethics course and to ensure that the course will satisfy the
minimum requirements intended in the section. This proposal will provide
licensees with the necessary information to assist in their rehabilitation.

The board determined that minimum requirements are necessary, based on
testimony received during the October 2007 Board Meeting. During the
meeting, the board received testimony from the Institute for Medical Quality
(IMQ), the course provider for the Medical Board’s ethics course. The board
determined that a minimum of 14 direct contact hours is appropriate to allow
for case presentations, group discussion and experiential exercises and role-
playing to ensure sufficient time to discuss and evaluate situations. In addition,
based on the recommendation of the IMQ, the board’s proposal incorporated
an additional 8 hours of time to allow the pharmacist to complete self-reflection
on the decisions made that led to the violations and ultimate referral to the
program and post-classroom instruction for up to one year. This self-reflection
includes completing questions as part of a background assessment. The two
post-course longitudinal studies ensure that the pharmacist has successfully
internalized the necessary changes to prevent future violations resuiting from
unethical behavior.

During the October 2008 board meeting, the board held a regulation hearing
on the proposed changes. At the conclusion, the board directed staff to take
all steps necessary to complete the rulemaking process, including the
preparation of modified text for an additional 15-day comment period and to
take specific action if no adverse comments were received.

Amendment:
Change the word "medicine" to "pharmacy" at proposed §1773.5(a)(5)(B)

If, after the 15-day public comment period, no adverse comments are received,
authorize the Executive Officer to make any non-substantive changes to the
proposed regulations before completing the rulemaking process, and adopt
amendments to §1773 as filed and adopt §1773.5 of the proposed regulations
with this modified text.

The 15-day comment period is over and no additional comments were
received. Board staff will begin compiling the rulemaking and will submit it to
the department during the first quarter of 2009.



INFORMATION ONLY - Amend Title 16 CCR §1715 — Self Assessment Forms
for Community and Inpatient Pharmacies

Section 1715 establishes requirements for the pharmacist-in-charge (PIC) of a
licensed pharmacy to complete a self-assessment form to ensure compliance
with pharmacy law.

These self-assessment forms are designed to assist pharmacies in increasing
their compliance with legal requirements and, therefore, increase public safety.
Additionally, the forms make the pharmacy inspection process more
meaningful and provide relevant information to pharmacies and their PIC.

The law requires that the self-assessment form be completed by July 1 of
every odd numbered year as well as whenever a change in the PIC occurs.

As these forms are inborporated by reference in section 1715, the board must
pursue a regulation change to require use of the updated forms.

At the October 2008 Board meeting, the board voted to pursue section 100
changes to update the forms. Board staff will be pursuing the section 100
changes the first quarter of 2009 to ensure approval in advance of the July 1,
2009 completion date.

INFORMATION ONLY - Amend Title 16 CCR §1784 — Self Assessment Form
for Wholesalers

Section 1784 establishes the requirement for the designated representative-in-
charge (DRC) of a licensed wholesaler to complete a self-assessment form to
ensure compliance with pharmacy law. These self-assessment forms are
designed to assist wholesalers in increasing their compliance with legal
requirements and, therefore, increase public safety as a result of this
compliance. Additionally, the forms make the inspection process more
meaningful and provide relevant information to wholesalers and their DRC.

The law requires that the self-assessment form be completed by July 1 of
every odd numbered year as well as whenever a change in the DRC occurs.

As this form is incorporated by reference in section 1784 the board must
pursue a regulation change to require use of the updated form.

At the October 2008 Board meeting, the board voted to pursue section 100
changes to update the form. Board staff will be pursuing the section 100
changes the first quarter of 2009 to ensure approval in advance of the July 1,
2009 completion date.
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Board Approved Regulations Awaiting Notice — No Action Required

a.

INFORMATION ONLY - Proposed Addition to Title 16 CCR §1785 —
Self-Assessment of a Veterinary Food-Animal Drug Retailer
Attachment A-4

The adoption of Section 1785 of the California Code of Regulations would
establish a self-assessment form for veterinary food-animal drug retailers and
require the designated representative-in-charge to complete this form to
ensure compliance with pharmacy law. This form would also aid these
licensees in complying with legal requirements of their operations and
therefore increase public safety as a result of this compliance.

The draft form was reviewed and approved at the September 2007
Enforcement Committee Meeting. During the October 2007 Board Meeting,
the board voted to approve the regulation for the 45-day comment period.

- The Licensing Committee is completing a program review of the Veterinary

Food-Animal Drug Retailer program. A copy of the draft language and form is
provided in Attachment 3; however, board staff do not anticipate proceeding
with this regulation change until the Licensing Committee completes its review
of the Veterinary Food-Animal Drug Program for possible changes.

INFORMATION ONLY - Proposed Adoption of Title 16 CCR §1751.8 —
Accreditation Agencies for Pharmacies that Compound Sterile Injectable Drug
Products Attachment A-5

Business and Professions Code section 4127.1 requires a separate license to
compound sterile injectable drug products. Section 4127.1(d) provides
exemptions to the licensing requirement for pharmacies that have current
accreditation from the Joint Commission on Accreditation of Healthcare
Organizations, or other private accreditation agencies approved by the board.
Since the inception of this statute, the board has approved two such agencies.

This proposed regulation would specify the criteria the board uses to evaluate
these agencies.

Proposed Amendment to Title 16 CCR §§1721 and 1723.1 — Dishonest
Conduct on a Pharmacist Licensure Examination/Confidentiality
Attachment A-6

At the October 2007 Board Meeting, the board voted to approve proposed
amendments to Title 16 CCR §§1721 and 1723.1 that would strengthen the
penalty an applicant would incur for dishonest conduct during an examination
as well as further clarify the penalty an applicant would incur for conveying or
exposing any part of the licensing examination.




This recommendation was generated from the board’'s Competency
Committee, which is responsible for the development of the CPJE examination.
According to the board’s current exam psychometrician, the cost to generate a
new test item is $2,000/item. Compromised test items pose not only a financial
loss to the board, but also inhibit the board’s ability to test for minimum
competency, and if an otherwise incompetent applicant passes the exam
because the exam has been compromised, such a breach is a public safety
issue.

5. Regulations Under Development — No Action Required

a.

INFORMATION ONLY - Proposed Amendment to Title 16 CCR §1780 —
Update the USP Standards Reference Material

Title 16 CCR §1780 sets minimum standards for drug wholesalers. Section
1780(b) references the 1990 edition of the United States Pharmacopeia (USP)
Standards for temperature and humidity. The USP Standards is updated and
published annually. Consequently, this section requires an amendment to
CCR §1780(b) to reflect the 2005 version of the publication and to hold
wholesalers accountable to the latest standards if determined appropriate.

Because of stated concerns about whether referencing the 2005 USP
standards is an unreasonable burden on wholesalers, the board voted at the
October 2008 Board Meeting to address the issue of updating the USP
Standards reference materials within this section.

President Ken Schell and Committee Chair Bob Graul are serving on the
subcommittee and will be working with board staff and industry to address
potential concerns. To that end, at the January 2009 Legislation and
Regulation Committee Meeting, Chairman Garul requested volunteers to work
with the subcommittee. Kaiser, California Society of Health-Systems
Pharmacist and Western Medical Center Santa Monica will have
representatives on the subcommittee. Ms. Giny Herold will also contact HDMA
for volunteers.

INFORMATION ONLY - Proposed Amendment to Title 16 CCR §1732.2 —
Continuing Education for Competency Committee Members

At the October 2008 Board Meeting, the board voted to award to Competency
Committee members up to six hours of continuing education (CE) credit
annually to complete on-line review of examination questions should the
committee member not seek reimbursement from the board for their time
associated with this function.

Competency Committee members serve as the board’s subject matter experts
for the development of the California Practice Standards and Jurisprudence
Examination for Pharmacists (CPJE). A committee member’s term is generally
about eight years.



Annually, committee members attend approximately 3-4 two-day meetings to
assist in examination development. Each two-day meeting consists of
approximately 2-4 hours of preparation time in addition to 16 hours of meeting
time. Committee members also participate in 2-4 writing assignments based
on the examination development need. Committee members spend
approximately 50-80 hours preparing for and attending committee meetings on
an annual basis in addition to multiple writing assignments and are
compensated for time and fravel.

One of the core functions of this committee is to complete an on-line review of
all test questions prior to administration. As the test questions cover all
aspects of pharmacy practice and law, this on-line review requires a significant
amount of committee time to research items and confirm that a question and
answer are valid. Given this, the committee requests that the board award up
to six hours of CE annually for members that complete this on-line review.
(Typically, committee members are not compensated for their time to complete
this function. If a committee member is seeking reimbursement for this time,
however, continuing education will not be awarded.)

Current pharmacy law requires pharmacists to earn 30 hours of approved CE
every two years as a condition of license renewal. Currently, pharmacists can
earn CE
o Offered by approved providers (ACPE and the Pharmacy Foundation of
California — 16 CCR 1732.05)
e Approved by Medical Board, Board of Podiatric Medicine, Board of
Registered Nursing or Dental Board, if relevant to pharmacy practice
(16 CCR 1732.2), and/or
e By petition of an individual pharmacist for a course that meets board
standards for CE for pharmacists (16 CCR 1732.2)

Additionally, the board will award CE for
¢ Attending one board meeting annually (6 hours of CE)
e Attending two committee meetings annually (2 hours of CE for each
meeting, must be different committee meetings), and
o Completing the PSAM, which is administered by the National
Association of Boards of Pharmacy (6 hours of CE)

Board staff will be drafting regulation language for board consideration.




Attachment A-1

Proposed Amendment to Title 16 CCR § 1760 Disciplinary Guidelines

(Text follows next page)



DEPARTMENT OF CONSUMER AFFAIRS
STATE BOARD OF PHARMACY

DISCIPLINARY GUIDELINES
(Rev. 4/2680410/2007)
INTRODUCTION

The Board of Pharmacy (board) is responsible for the enforcement of statutes and regulations
related to the practice of pharmacy_(the Pharmacy Law) and to the requiation of conirolied
substances (the Uniform Controfled Substances Act). The board serves the public by:

o protecting the health, safety, and welfare of the people of California with integrity and
honesty;

o0 advocating the highest quality of affordable pharmaceutical care;
a providing the best available information on pharmaceutical care; and
o promoting education, wellness and quality of life.

Pharmacists are patient advocates who provide pharmaceutical care and exercise clinical
judgment for the citizens of California, enlightening them about their drug therapy through

effective communicating and listening, assessing, collaborating, understanding and intervening.

{n-addition;-eEnforcement officials are-previded-the-reseurees-te-act quickly, consistently and
efficiently in the public’s interest_fo ensure the safe, effective delivery of these services.

The board recognizes the importance of ensuring the safe and effective delivery of dangerous
drugs and controlled substances for therapeutic purposes. At the same time, and given the
historical and current abuse and diversion of drugs, particularly controlled substances, the
board believes there should be no tolerance for licensees who traffic in drugs or who, in the
absence of appropriate evidence of rehabilitation, personally abuse drugs_or alcohol.

In accordance with sestien-Section 1760 of the California Code of Regulations, the board has
produced this booklet for those involved in and affected by the disciplinary process: the general
pubilic, attorneys from the Office of the Attorney General, administrative law judges from the
Office of Administrative Hearings, defense attorneys, board licensees, the courts, board staff
and board members who review and vote on proposed decisions and stipulations.

These guidelines are to be followed in Board of Pharmacy disciplinary actions. Subject to
judicial review, the The-board has the final authority over the disposition of its cases, and, to
complete its work, it uses the services of the Office of the Attorney General and the Office of
Administrative Hearings. The board recognizes that individual cases may necessitate a
departure from these guidelines. In such cases, the mitigating or aggravating circumstances
shall be detailed in any proposed decision or any transmittal memorandum accompanying a
proposed stipulation, especially where Category l1I violations are involved.

TFhe-board-has-feund-that-acsusations-are-rarely-filed-except-in-serious-cases—In general, the
position of the board is that revocation should always be an option whenever grounds for

discipline are found to exist. Board policy is that revocation is generally an appropriate order
where a respondent is in default, such as when he or she fails to file a notice of defense or fails i
to appear at a disciplinary hearing. '

Board policy is that a suspension, where imposed, should be at least 30 days for an individual
and at least 14 days for a licensed premises.

The board seeks recovery of all investigative and prosecution costs up to the hearing in all
disciplinary cases. This includes all charges of the Office of the Attorney General, including,
but not limited to, those for legal services, and includes charges by expert consultants. The
board believes that the burden of paying for disciplinary cases should fall on those whose
conduct requires investigation and prosecution, not upon the profession as a whole.

The board recognizes there may be situations where an individual licensee deserves a stronger
penalty than the pharmacy for which he or she works, but the board also believes in holding a
pharmacy owner, manager, and/or pharmacist-in-charge responsible for the acts of their
employees-whe-eperate-the-pharmacy personnel. Similarly, the board recognizes that in some
cases a licensed premises may well be more culpable than any individual licensed by or
registered with the board.

| For purposes of these guidelines “board” includes the board ands-or its designees.

2
Deletions to the re gulatory text are indicated by double strike-through, thus: deleted Additions t o the regulatory
text are indicated by a double underli ne, thus: added language




FACTORS TO BE CONSIDERED IN DETERMINING PENALTIES

Section 4300 of the Business and Professions Code provides that the board may discipline the
holder of, and suspend or revoke, any certificate, license or permit issued by the board.

In determining whether the minimum, maximum, or an intermediate penalty is to be imposed in
a given case, factors such as the following should be considered:

actual or potential harm to the public

actual or potential harm to any consumer

prior disciplinary record, including level of compliance with disciplinary order(s)

prior warning(s)-ef-reserd{s}-, including but not limited fo citation(s) and fine(s), letter(s)

of admonishment, andfor correction notice(s)

number and/or variety of current violations

nature and severity of the act(s), offense(s) or crime(s) under consideration

. _aggravating evidence

%8. __mitigating evidence

8:.9. rehabilitation evidence

8:10. _compliance with terms of any criminal sentence, parole, or probation

48:11. overall criminal record

44:12. if applicable, evidence of proceedings for case being set aside and dismissed
pursuant to section-Section 1203.4 of the Penal Code

42:13. time passed since the act(s) or offense(s)

138:14. whether the conduct was intentional or negligent, demonstrated incompetence, or, if
the respondent is being held to account for conduct committed by another, the
respondent had knowledge of or knowingly participated in such conduct

44-15. financial benefit to the respondent from the misconduct.

HON =

N oo

No single one or combination of the above factors is required to justify the minimum and/or
maximum penalty in a given case, as opposed to an intermediate one.
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MITIGATING EVIDENCE

A respondent is permitted to present mitigating circumstances at a hearing or in the settlement
process and has the burden of demonstrating any rehabilitative or corrective measures he or
she has taken. The board does not intend, by the following references to written statements,
letters, and reports, to waive any evidentiary objections to the form_or admissibifity of such
evidence. The respondent must produce admissible evidence in the form required by law in the
absence of a stipulation {o admissibility by the complainant.

The following are examples of appropriate evidence a respondent may submit to demonstrate
his or her rehabilitative efforts and competency:

a. Recent, dated written statements and/or performance evaluations from persons in
positions of authority who have on-the-job knowledge of the respondent's current
competence in the practice of pharmacy including the period of time and capacity in
which the person worked with the respondent. Such reports must be signed under
penalty of perjury and will be subject to verification by board staff.

b. Recent, dated letters from counselors regarding the respondent's participation in a

| rehabilitation or recovery program, which should include at least a description and
requirements of the program, a psychologist's diagnosis of the condition and current

| state of recovery, and the psychologist's basis for determining rehabilitation._Such
letters and reports will be subject to verification by board staff.

c. Recent, dated letters describing the respondent's participation in support groups, (e.g.,

‘ Alcoholics Anonymous, Narcotics Anonymous, professional support groups, etc.).

Such letiers and reports will be subject to verification by board staff.

Recent, dated laboratory analyses or drug screen reports, confirming abstention from

drugs and alcohol._Such analyses and reports will be subject to verification by board

staff. .

Recent, dated physical examination or assessment report by a licensed physician,

confirming the absence of any physical impairment that would prohibit the respondent

from practicing safely._Such assessments and reports will be subiect to verification by
board siaff.

f. Recenti, dated letters from probation or parole officers regarding the respondent's
participation in and/or compliance with terms and conditions of probation or parole,
which should include at least a description of the terms and conditions, and the
officer’s basis for determining compliance. Such letters and reports will be subject {0

verification by board staff.

=

o
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TERMS OF PROBATION - PHARMACIST/INTERN PHARMACIST

A minimum three-year probation period has been established by the board as appropriate in
most cases where probation is imposed. A minimum five-year probation period has been
established by the board as appropriate where seif-administration or diversion of controlled
substances is involved. Terms and conditions are imposed to provide consumer protection and
to allow the probationer to demonstrate rehabilitation. A suspension period may also be
required as part of the probation order. The board prefers that any stayed order be for
revocation rather than for some period of suspension. '

Probation conditions are divided into two categories: (1) standard conditions that shall appear
in af-all probation cases, and (2) optional conditions that depend on the nature and :
circumstances of a particular case. These conditions may vary depending on the nature of the
offense(s).

The board may also impose any other condition appropriate to the case where the condition is
not contrary to public policy.

CATEGORIES OF VIOLATIONS AND RECOMMENDED PENALTIES

The California Pharmacy Law specifies-theidentifies offenses for which the board may take
disciplinary action_against the license. The-following-are-categories-of-Violations-used-by-the
board-in-determining-appropriate-disciplinary-penalties:included among grounds for discipline
are violations of the Pharmacy Law itself, violations of requlations promulgated by the board
and violations of other state or federal statutes or requlations,

The following are categories of possible violations used by the board to determine appropriate
disciplinary penalties. These categories represent the judgment of the board as to the
perceived seriousness of particular offenses.

Under each category, the board has grouped statutes and regulations where violations would
typically merit the recommended range of minimum to maximum penalties for that category.
These lists are representative, and are not intended to be comprehensive or exclusive. Where
a violation not included in these lists is a basis for disciplinary action, the appropriate penalty for
that violation may be best derived by comparison to any analogous violation(s) that are
included. Where no such analogous violation is listed, the category descriptions may be

consulted,

These categories assume a single violation of each listed statute or requiation. For multiple
violations, the appropriate penalty shall increase accordingly. Moreover, if an individual has

committed violations in more than one category, the minimum and maximum penalties shall be
those recommended in the highest category.

The board also has the authority, pursuant to Business and Professions Code section 4301(n),
to impose discipline based on disciplinary action taken by another jurisdiction. The discipline
imposed by the board will depend on the discipline imposed by the other jurisdiction, the extent
of the respondent's compliance with the terms of that discipline, the nature of the conduct for
which the discipline was imposed, and other factors set forth in these guidelines.
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CATEGORY |

Minimum: Revocation; Revocation stayed; one year probation. All standard terms and
conditions shall be included and optional terms and conditions as appropriate.

Maximum: Revocation
Category | discipline is recommended for:
= violations which are relatively minor but are potentially harmful
= repeated violations of a relatively minor nature:
| Violations of the following codes are as-follewsrepresentative of this category:
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BUSINESS AND PROFESSIONS CODE
Article 3. Scope ofPractice and Exemptions

4052.1 Skin Puncture by Pharmacist; Conditions Permitting
4052.5 Pharmacist May Select Different Form of Medication with Same Active Chemical
Ingredients; Exceptions

4052.7 Repackage Previously Dispensed Drugs; Reqguirements
4053 Exemptee Supervisienor of Manufacturers, Yhelesalers;-apd-Licensed

Laboratories-Velernar-Food-Aniral-Drug-Retailersetc.: Requirements
4054 Supplying Dialysis-DrugsSupply by Manufacturer, etc. of Certain Dialysis Drugs and

Devices

4055 Sale of Devices to Licensed Cfinics, etc. )

4056 ExemptHespitalsPurchase of Drugs at Wholesale — Hospital Containing 100 Beds
or Less

4057 Exempt-ArticlesExceptions to Application of this Chapter
4058 License-to-be DisplayedDisplay of Original License
4062 Furnishing-Drugs-during-EmergencyFurnishing Dangerous Drugs During

Emergency
4064 Emergency Refills_of Prescription Without Preseription Authorization

4065 Adrrinistrationthrough-Injestion-Card-Systeminiection Card System; Requirements
of Administration

4066 Eurnishinge-Ocean-Vesselfurnishing Dangerous Drugs to Master or First Officer

of Vessel
4068 Dispense Dangerous Drug or Controlled Substance to Emergency Room Patient;
Requirements

Article 4. Requirements for Prescription

4070 Reduction of Oral or Electronic Prescription to Writing
4071 Preseribers-Agent Transmitting-RreseriptionsPrescriber May Authorize Agent to

Transmit Prescription; Schedule il Excluded
4072 Fransmitling-Prescriptions-from-a-Health-Care-FaeilityOral or Electronic

Transmission of Prescription — Health Care Facility

4073 Brug-RProdust-SelectionSubstitution of Generic Drug — Requirements and
Exceptions

4074 Brug-WarningsDrug Risk: Informing Patient; Providing Consultation for Discharge
Medications

4076 Preseription-kabel-RequirementsPrescription Container — Reguirements for
Labeling

4077 LabelingDispensing Dangerous Drug in incorrectly Labeled Container

Article 5. Authority of Inspectors

4082 information-about-PersonnelNames of Owners. Managers and Employees Qpen for
Inspection
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Article 6. General Requirements

4100 Change of Name-er-Address_or Name — Notification to Board
4103 Blood Pressure Measurermen - Taking by Pharmagist

Article 7. Pharmacies

4114 Intern Pharmacist-Activities; Activities Permitted
4119 EmergenecyKitfor-kicensed-Health-Care-FasilitiesFurnish Prescription Drug to
Licensed Health Care Facility — Secured

41191 Pharmacy May Provide Services to Health Facility
4119.5 Fransferring-or-Repacking-BrugsT ransfer or Repackaging Dangerous Drugs by

Pharmacy
4121 Prescription-Price-AdvertisingAdvertisement for Prescription Drug: Reguirements;
Restrictions

4122 Reguesis-for-Preseription-Price-informatienRequired Notice at Availability of
Prescription Price information, General Product Availability, Pharmacy Services;
Providing Drug Price Information; Limitations on Price Information Requests

4123 Pharmacy-contracis-fer-Gompounding-of Parenteral DrugsCompounding Drug for
Other Pharmacy for Parenteral Therapy: Notice to Board

4124 GCantactLens-DispensingDispensing Replacement Contact Lenses: Requirements;

Patient Warnings; Registration with Medical Board; Application of Section to
Nonresident Pharmacies

Article 9. Hypodemic Needles and Syringes

4141 Lieense-RequiredFurnishing Without License

4142 Prescription Required

4143 Exemption: Whelesale-Sales Sale to Other Entity, Physician, etc,

4144 %(emphen—lndusmal-u-ses ndustrial Use Exception

4145 Exemption—Human-{nsulin-Adreraline)-er-AnimabdseException; Furnishing for
Administration of Insulin, Adrenaline, or Specified Animal Uses; Conditions

4148 Confiscation_if Found Outside Licensed Premises
4149 Nonresident Sale by Distributor

Article 10. Phamacy Comorations

4151 Licensure Requirements for-Sharehelders;-Directors—and-Officers
4152 Corporate Name_Requirements

4153 Shareholder Income While Disqualified

4156 Unprofessional Conduct by Corporation

Article 11. Wholesalas and Manufacturers

4161 Out-of-State-Manufacturer-orNonresident Wholesaler; When License Required;
Application
4162 Registration—Agent]ssuance or Renewal of Wholesaler License; Surety Bond
4163 Sales-te-Unauthorized PersensEurnishing by Manufacturer or Wholesaler
4165 Sale or Transfer of Dangerous Drug or Device Into State: Furnishing Records_to
8
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Authorized Qfficer on Demand: Citation for Non-compliance

4166 Respoensibility Until-DeliveryShipping of Dangerous Drugs or Devices — Wholesaler
or Dlstnbutor

sWholesaler: Bar
Obtalmng Dangerous Drugs or Dewces !t Cannot Malntaln on Licensed

Premises

4167

Article 13. Non-Profit or Free Clinics

4180 License-Required(Non-Brofit-etc Glinies)Purchase of Drugs at Wholesale Only with
License: Eligible Clinics

4181 License Requirements;_Policies and Procedures; Who May Dispense

4182 Application:-Consulting-PharmacistDuties of Professional Director: Consulting
Pharmacist Reguired

4183 No Medi-Gal-Professional Dispensing Fee

4184 Ne-Sehedule-H-Dispensing_Schedule |} Substance Prohibited

4186 Professional-BirestorAutomated Drug Delivery Systems

Article 14. Surgcal Clinics

4190 Purchase of Drugs at Wholesale: Permitted Uses of Drugs: Required Records and
Policies; License Required

{Surgical-Clinic)
4191 License-RequirementsCompliance with Department of Health Services

Requirements; Who May Dispense Drugs
4192 Duties of Professional Director; Providing information to Board

4193 Clinic Not Efigible for Professional Ne-Medi-Gal-Dispensing Fee; Ban on Offering

Drugs for Sale
4194 Ne-Sehedule-H-Dispensing_of Schedule 11 Substance by Clinic Prohibited; Physician

May Dispense; Administration Authorized in Clinic
Article 15, Veferinary Food-Animal Drug Retailers

4198 License Required:; Temporary License-Sesurity on Transfer of Ownership; Persons

Authorized in Storage Area
4197 Minimum Standards;-Waiver: Security; Sanitation: Board Regulations: Waivers

4198 Written Policies and Procedures Required:: Contents; Training of Personnel;
Quality Assurance; Consulting Pharmacist

Article 17. Continuing Education

4231 Renewal-Requirements for Renewal of Pharmacist License: Clock Hours;
Exemption for New Licensee
4232 Goeurse-Content of Course

Atrticle 18. Poisons
4240 Application of Act
Article 20. Prohibitions and Offenses
9
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4341 Advertising-in-Complianse-with-Sections-851-3Advertisement of Prescription Drugs
or Devices

4343 Yse-of Sign-with-"Pharmacy™-or-SimilarFermsBuildings: Prohibition Against Use of
Certain Signs Unless Licensed Pharmacy Within

CALIFORNIA CODE OF REGULATIONS, TITLE 16

1704 Change of Address: ring-a-change-of address
1705 Notlf catuon of Bankruptcy, Recelvershlp or L|quldatlon—re)eeptmg—the—e.ak=_L
harmasy-wholesalerer

maaufas%u;er—m—baakwptey
1708.2 Discontinuance of Businessbusiness—netifisationto-board-ofa-discontinuance-of
business-and-subrnission-of-appropriate forms
1708.4 Pharmacist hHandling sRadioactive dDrugs—iraining-of-a-nuclear-pharmacist
1708.5 Pharmacy Furnishing Radioactive Drugs—nuelear—phapmawrequ#emeﬂts
1709 Names of Owners and Pharmacist in Charge
information-en-a-pharmacy-permit-reperting-RiG-and-ewners-on-initial-and-renewal

1742 Use of Pharmacist ldentifiers

1714 Operational Standards and Security

1715.6 Reporting dDrug {Loss-—repsriing-loss-of-controlled-substances-to-the-Board-within

1716 Variation fErom pPrescriptions—preseription-errors;-deviation-from-preseription

1717 Pharmaceutlcal pPractlce—dospensmyn—neweentamers—pharmamstmamtamn

e-of-drug-or-device

and—mdxeat«omf—genenean&manufaeturepname—ref H-infermation;-oratly
kransmitied-preseriptionrequirements-depotof-a-preseription-ora-raedication;
presc :',,‘,‘ a —dentification-ofpharmacist-responsible-forfilling-a
preseripion

1717.1 Common Electronic Files—establishing-a-common-elestronicfile-to-maintain
required-dispensing-information

1717.4 Electronic Transmlssxon of Prescriptions—iransmitting-prescriptions-by-elestronic
means-frompr iberio-the n)- Fraacy

1718.1 Manufacturer s Expxratuon Date-hanéling—ef~p;essripﬁer+d;ugs—net-beaﬁng—a

ate-pursuant-to-federal-law
1726 PrecepterSupervision of Intern Pharmacists
47 27— ntern-Pharmasist

1728 Intern-Experience—Requirements for LicensureExarination
1732.1 Requnrements for Reeegmzeé—Accredlted Prowders—reqw;ements—te—prewée

1732.3 Geu;seweFk—AppFevaHer—P-Fewéestegulrements for Continving Education Courses

1732.4 Provider Audit Requirements

1732.5 Renewal Requirements for Pharmacist

1744 Drug wWarnings—eral-orwritten warnings-when-a-drug-should not-be-taken-with
aleehol-orwhen-a-person-sheuld-not-drive

1746 Emergency Contraception
478140

4754.08-and

17544440
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harmacists-and-pharm:
1751 Stenle Injectable Compounqu Area

1751.01 _ Facility and Equipment Standards for Sterile injectable Compounding from Non-
Sterile Ingredients

1751.02 _ Policies and Procedures

1751.1 Laminar Flow Biological Safety Cabinet

1751.2 Labeling Requirements
1751.3 Recordkeeping Reguirements

1751.4 Attire
1751.5 Training of Staff, Patient, and Caregiver

1751.6 Disposal of Waste Material
1751.7 Quality Assurance and Process Evaluation

1751.9 Reference Materials

1751.11 __ Furnishing to Home Health Agencies and Licensed Hospices

1751.12 ___Obligations of a Pharmacy Furnishing Portable Containers

1771 Posting nNotice of sSuspension—suspended-pharmacy-mustpest-a-notice-of

suspension
1772 Dlsmphnary sCondmons of sSuspenslon—suspended—phaemae.tst-shau—netentepa

1780 Mlnlmum sStandards for wWholesaIers

1780.1 Minimum Standards for Veterinary Food-Animal Drug Retailers

1781 Exemption eCernf cate—exempteemust-be present-in-a-manufacturers-er
whol larie

1786 Exempt|or\e rah:rn nF ”'r"; 1= .-l'f‘ tato.board. ",':"n 7 “":”“l: N m'F

employment
1787 Authorization to Distribute Hemodialysis Drugs and Devices
1790 Assembling and Packaging
1791 Labeling
1792 Receipt of-for Shipment

HEALTH AND SAFETY CODE;H¥LE22

11100 Report of Certam Chemlcal Chemlcals lncluded Exc!usnons Penaltleseentpeued

Jushse
11100.1  Report of Chemicals Received coptrolled-substansesreseived-from eQutside
sState; Penalties—repeoring-Purchases-ef-restricted-chemicals-from-cuiside

GCalifornia

14424.Ipventon of Controlled-Substances

11151 Limitation on Filling Prescriptions From Medical Students lssued-By-Unlisensed
Person-Lawfully-Practicing-Medicine

11168 Prescription sRequired for Schedule {1, 1Il, eIV, _or V sControlled sSubstance;

Exception for Limited Dispensing Admlmstratlor‘e pF iptions-for trolled
subst wrust } "'ith-tequwemen%s-pner—(e-dispensm«gy

11159 Chart Order Exempt«on for pPatient in sCounty or lLlcensed hHospital; Maintaining
Record for Seven Years ntrolled-subst rders-in-hospitals

11159.1  Chart Order Exemption for Chnlc ReeepdsPatlent Maintaining Record for Seven
Years

11159.2  Exception to Triplicate Prescription Requirement¥erminally- i Exception

11
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11167 Emergency dDispensing of Schedule l sSubstance; Circumstances and
Requirements—emergency-oral-Schedule-li-preseriptionsmust receive-atriplicate
within-seventy-two-(72)-hours

11167.5  Emergeney-e0ral or Electronic sPrescriptions for Scheduled 1 Controlled
Substances for Specified iln-patients, Residents. and Home Hospice Patients;
Requirements—eoral-orders-for Schedule H drugs-in-askilled-nursing-fasility;
intermediate-care-facility-or-a-home-health-care-agency-providing-hospice-care;
pharmaey-to-oblain-specialiriplicates-from Bept-of Justice; facility-must-ferward-all
signed-order-to-the-pharmacy

11171 Prescribing,_etc. -administering-erfurnishing-sControlled sSubstance Only as
Authorized-—furpishing-controlied-su bstances-mustbe-consistent with-law

11172 Antedating or pPostdating pPrescription_Prohibited

11175 Prohibition on Obtaining and-or pPossessienng aNonconforming pPrescription;
Prohibition on eQObtaining sControlied sSubstance by ANonconforming pPrescription

11180 Prohibition on Controlled sSubstance eObtalned or pPossessed by nNonconformlng

pPrescription
prescriptions

11200 Restrictions on lespensmg or FRef illing;_Refill of Schedule |l Prescription Barred—
refill-restricti &t

11201 Emergency Réfill by—llhar—mae;s%of Schedule Hi. IV, or V Prescription;
Circumstances; Reguirements

11205 Maintenance and sRetention of Records in Separate fFile—separate-preseription-file
for-Schedule-H-prescriptions

11206 Required infermationinformation on Prescription-—infermation+equired-ona
preseription-for-controlled-substan

11209 Delivery and Receiving Requirements for Schedule 11, 1il, and IV ef-Controlled
Substances; Viclation

11210 Issuing Prescnptlon Bv Whom For What Purpose Quantly to Be Prescribed

11250 Authorized Retail Sale by Pharmacists_to Physicians, etc.; Required Qrder Form

11251 Authorized Wholesale Sale by Pharmacists

11252 Preservation of {Federally rRequired fEorms—a-wholesalerermanufacturer-must
fraintainrecerds-of-sales

11253 Duration of fRetention

11255 Actions sConstituting sSale—erders-for-future-delivery-constitutes-a-sale-of-a
controlled-substanse

11256 Regquired Report of Order BBy or Sale to Out-of-State Wholesaler_or Manufacturer
11122510
111658 Adulterated or Misbranded Drugs or Devices

CODE OF FEDERAL REGULATIONS, TITLE 21

4:1301.11 Persons Rrequired fo Rregister,

2:1301.12 Separate Rregistrations for Sgeparate Llocations,

1301.71  Security requirements; generally.

1301.72  Physical security controls for non-practitioners; narcotic treatment programs and
compounders for narcotic treatment programs; storage areas.

1301.73  Physical security controls for non-practitioners; compounders for narcotic treatment
programs; manufacturing and compounding areas.
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1301.74  Other security controls for non-practitioners; narcotic treatment programs and
compounders for narcotic treatment programs,

4:1301.75__Physical security controls for practitioners,

2:1301.76 _Other Ssecurity Gcontrols for Rpractitioners.

1301.90 Employee screening procedures,

1301.91  Employee responsibility to report drug diversion,

1301.92  llicit activities by employees,

1302.03  Symbol! required; exceptions.

1302.04 Location and size of symbol on label and labeling.

1302.05 Effective Ddates of Llabeling Rrequirements,

1302.06  Sealing of controlled substances.

1302.07 _ Labeling and packaging requirements for imported and exported substances.

1304.11 Inventory reguirements.

Inventories of importers and exporters

430448 _1304.21
4305:03-t0
4305-06-and
43056:08-t0

1304.31  Reports from manufacturers importing narcotic raw materials.

1304.32  Reports of manufacturers importing coca leaves.

1304.33  Reporis to ARCOS.

1305.03  Distributions requiring a Form 222 or a digitally signed electronic order.

1305.04 Persons entitied to order Schedule | and Il controlled substances.

1305.05  Power of attorney.

1305.06  Persons entitled to filf orders for Schedule | and 1l controlled substances.

1305.11  Procedure for obtaining DEA Forms 222,

1305.12  Procedure for executing DEA Forms 222.

1305.14  Procedure for endorsing DEA Forms 222,

1305.15__ Unaccepted and defective DEA Forms 222,

1305.16___Lost and stolen DEA Forms 222,

1306.03  Persons entitled to issue prescriptions,

1306.05  Manner of issuance of prescriptions.

1306.14  Labeling of substances_and filling of prescriptions. —Schedule-d.

1306.24  Labeling of substances_and fifing of prescriptions. —Sechedule i and-i\

4:1306.25 Transfer between pharmacies of prescription information for ef-Schedules lll, iV,
and V controlled substances for refill purposes.Preseriptions

1306.26  Dispensing Wwithout a Pprescription,

1307.11  Distribution by dispenser to another practitioner_or reverse distributor.—

1307.12  Distribution to supplier or Mmanufacture, and-disiribution-of-narcotic-selutions-and
compol

1307.13  Incidental manufacture of controlled substances.Bistribution-te-supp

1307.21  Procedure for disposaling of controlled substances.

1700.1 to

1707.15 __Child-resistant containers.
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MISCELLANEDOUS —HEALTH-AND-SAFETY-CODE-FTLE-22
4442250
444685 Adulterated-or misbranded-drugs-ordevices
JUSCELLANEQUS—FEDERAL-REGULATIONS
16-CER-1700:-11o
20745 Chi . .
CATEGORY 1l
Minimum: Revocation; Revocation stayed, three years probation (five years probation
where self-administration or diversion of controlled substances is involved). All
standard terms and conditions shall be included and optional terms and
conditions as appropriate.
Maximum: Revocation
Category Il dlsmpllne is recommended for:

- violations with a serious potential for harm
violations which involve greater disregard for pharmacy law and public

= violations which reflect on ethics, care exercised or competence or a
cnmmal conviction not involving dangerous drugs or controlled substances or
involving possession or use of dangerous drugs or controlled substances.

Violations of the following codes are as-folf epresentative of this category:

BUSINESS AND PROFESSIONS CODE

650 Rebates or Discounts for Referral Prohibited

650.1 Lease Prohibition — Hospitals or Prescribers
651 Professional Advertising Requirernents

Article 3. Scope of Pactice and Exemptions

4051(b)  Conduct Authorized by Pharmacist-frem-Quiside-Rharmacy

4052 condust-Authorized-by-PharmasistFurnishing to Prescriber: Permissible Procedures
by Pharmacist in Health Care Facility or Clinic or for Other Health Care Provider

4060 Possession-ef-Controlled Substance — Prescription Required; Exceptions
4061 Distribution of Drug as Sample; Written Request Reguired-Brugs
4063 Refills_of Prescription for Dangerous Drug or Device; Prescriber Authorization

4067 Prescriptien-Dispensing-over-the-Internet; Dispensing Dangerous Drugs or Devices
without Presctiption
47834075 Proof of Identity Required — Oral or Electronic Prescriptionef-Recipient-for
14
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Controlled-Substance-Rrescriptions
43054078 False or Misleading Labeling on Prescription

Article 6. Generd Requirements

4101 Termination-as-Pharmacist in Charge;-Netice-{o-Board, Exemptee: Termination of
Employment; Notification o Board

4104 Licensed Employee:, Theft or Impairment; Pharmacy Procedures

4105 Retaining Records ea-Rremisesof Dangerous Drugs and Devices on Licensed
Premises; Temporary Removal; Waivers; Access to Electronically Maintained
Records

Article 7. Pharmacies

4112 Non-Rresident Pharmacy; Registration;_Provision of Information to Board;
Maintaining Records; Patient Consultation

4113 Pharmacist in Charge: Notification to Board; Responsibilities

4115 Pharmacy Technician; Activities Permitted; Required Supervision; Activities Limited
to Pharmacist; Registration; Reguirements for Reqistration; Ratios

4115.5 Pharmacy Technician Trainee; Placement; Supervisions; Requirements

4116 Security of Dangerous Brugs and Devices in Pharmacy: Pharmacist Responsibility
for Individuals on Premises; Regulations——Rharmacy

4117 Security —Hospital-RharmasyAdmission to Area Where Narcotics are Stored, etc. —
Who May Enter

4120 Non-Rresident Pharmacy: Registration Required
4125 Pharmacy Quality Assurance Program Required; Records Considered Peer Review
Documents

Atrticle 9. Hypodemic Needle and Syringes

4140 Unlawful Possession
4147 Disposal of Needle or Syringe

Article 11. Wholesalers and Manufacturers

4160 Wholesaler: License Required
4163 Sales-to-Unauthorized-Rersons Furnishing by Manufacturer or Wholesaler
4164 Reporing-by-Manufacturerand-\WholesalersReports Required

4169(a)(1) Prohibited Acts

15
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Article 13. Non-Profit of Free Clinics
4185 Inspections_Permitted

Atrticle 14. Surgicd Clinics

4195 | nspections_ Permitted

Article 19. Diciplinary Proceedings

4301 Generalulinprofessional éConduct and- subsections (a)-(h). (i), and (|)-through-(q)

4302 Pharmacy-GerperationDiscipline of Corporate Licensee for Conduct of Officer,
Director, Shareholder

4303 Nonresident Pharmacy; Grounds for Discipline

4304 Out-of-Sstate Distributors; Authority to Discipline

4305 Disciplinary Grounds: Failure of Pharmacy, Pharmacist to Notify Board of
Termination of Pharmacist in Charge; Continuing to Operate ©peration-of
Pharmaey-wWithout a-Pharmacist

4305.5 Disciplinary Grounds: Failure of Other Entity Licensed by Board, of Pharmacist or
Exemptee to Notify Board of Termination of Pharmacist in Charge or Exemplese;

Contmumq to Operate Wlthout Pharmacnst or Exemx teete%eep P—harmaeost—m

4306 Vlolatlon of Mesegne-KneyeProfessmnal Corporauon Act as Unprofessuonal Conduct
4306.5 PharmacistMisuse of Education, etc. by Pharmacist Outside Course of Practice of
Pharmacy as Unprofessional Conduct

Article 20. Prohibitions and Offenses

4326 i i > Misdemeanor: Obtaining Needle or Syringe
by Fraud, etc : Unlawful Use of Needle or Syringe Obtained from Another
4328 Allewing-Cempeunding-by-Nen-pharmaecistMisdemeanor; Permitting Compounding,
Dispensing, or Furnishing by Non-pharmacist
4330 Pharmacy;-Failure-to-Place-Pharmasistin Gharge--Subverting-Compliance-with
ist-i Misdemeanor: Non-pharmacist Owner Failing to
Place Pharmacist in Charge, Dispensing or Compounding Except by Pharmacist,

Inten‘enng with Pharmac;s’( in Charg

4331

Exemptee—Fa#u:e—toHaeeRhamae&st—er—Exempteem GhargeMlsdemeanor
Medical Device Retailer, Wholesaler, Veterinary Food-Animal Drug Retailer Failing

to Place Pharmacist or Exemptee in Charge, Permitting Dispensing or
Compounding Except by Pharmacist or Exemptee

4333 Failure-te-Maintain-Prescription-FilesMaintaining Prescriptions, Other Drug Records
gmmgwm&w

Inspection of Records of Prescriptions, Other Records as Mlsdemeanor

4340 Ad_vths“" ”t n( r"—_‘““ ’: Qannnae k:’: 1) 4, ad M T3S F\
PRhammaeyUnlawful Advertising by Nonresndent Pharmacy Not Re: g|stered with
Board

Article 22. Unfair Trale Practices

4380 Resale of Preferentially Priced Drugs:-Emergency-Exeeption; Prohibition:
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Exceptions
4381 Violation of Section 4380 as Unfair Competition; Right of Private Action to Enforce
4382 Authority-of-Board to-Audit-for-ComplianseBoard May Audit Sales to Walk-in
Customers

CALIFORNIA CODE OF REGULATIONS, TITLE 16

1707.1 Duty to mMaintain mMedication pProf iles (pPatient mMedication rfRecords)—
requirernentsfor-maint atient-medication-profiles

1707.2 Notice to eConsumers and dDuty to eConsult—pequwement-&ef—phaFmae;sHe
censult-posting-of-notice-to-consumers

1707.3 Reviewing-the-patient profile-prierto-consultatienDuty to Review Drug Therapy and
Patient Medication Record Prior to Delivery

1709.1 Designation of pPharmacist in eCharge

1714.1 Pharmacy Operations dDuring -the Temporary Absence of a Pharmacist

1715 Self-Assessment of a Pharmacy by the Pharmacist-in-Charge

1715.5 Transmitting-Sehedule-i-Prescription-Information-te-CURES|mplementation of
Electronic Monitoring of Schedule Il Prescriptions

1716.1 Compounding Unapproved dDrugs for pPrescriber eOffice uUse

1716.2 Record fRequirements—whenr-sCompounding for fEuture fEurnishing

474F.2——Notice-of-Elestronic-Prescription-Files

1717.3 Preprinted, mMultiple eCheck-off pPrescription b8lanks

1723.1 Confidentiality of Examination Questions

1745 Partial {Filling of Schedule Il pPrescriptions

1751.10  Furnishing to pParenteral pPatient at RHome—carrying-and-furrishing-dangerous

1761(a)  Erroneous or Uncertain Prescriptions—

1764 Unauthorized dDisclosure of pPrescriptions—reveating-the-contenis-of-a
g N
1765 Commissions, gGratuities, and rFRebates—commission,-gratuity-arrebatetoa
th—care-facility

heall
1766 False or mMisleading aAdvertising
1775.3 Compliance with Orders of Abatement
1782 Reporting Sales of Drugs Subject to Abuse
1783 Manufacturer or Wholesaler Furnishing_Drugs or Devices
4703:4-to

4793.7—Ancillary-persennel—pharmacy-techricianrequirementsand-tasks
1793.1 Duties of & Pharmacist

1793.2 Duties of a Pharmacy Technician

1793.3 Other Non-Licensed Pharmacy Personnei

1793.7 Requirements for Pharmacies Employing Pharmacy Technicians
1793.8 Technicians in Hospitals with Clinical Pharmacy Programs

HEALTH AND SAFETY CODE-H¥H:E22

11103 Report of Theft, {Loss, or sShlpplng dDiscrepancy—eporting-losses-of-restricted

cheri
14423 Wareheuseman-License
24— Warehouse-Inventory
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444-25——Wapeheuseman—send
14428 Neptranst .uv;hty_ef_\A house-License

11160 {ssuing-Controlled-Substance Persons Authorized to Write or Issue a Prescription
11152 Nonconforming pPrescriptions_Prohibited—filling-a-preseription-that-does-net

11154 Prescription, etc, Must Be for Treatment; Knowinglssuing-Prescriptions;
Solicitingation of Unlawful Prescription, etc.

11156 Prescribing, etc.Administerng-or-dispensing eControlled sSubstances to aAddict
Only as Authorized —pw@b%a—en—ad#mstemg—epdwpensmg—aﬁen&eﬂed
substance to-an-addict-or-a-habitual-user

11164 Goempletien-ef-pPrescriptions for Schedule I1_lil, 1V and- V sControlled
sSubstances: Form and Content; Record of Practitioner Dispensing Schedule li
Controlled Substances—preseriptienrequirements-for Hed-subst

11166 Time Limit Ffor Filling Schedule Il Prescriptions; Knowmgly Fllllng Mutﬂated
Forged. or Altered Prescriptions_Prohibited

11170 Prohlbmon on Prescnbmg etc. eControlled sSubstance for sSelf use---prohibition-on

g oF Furnml-m-\a nirolled subst: to- enlf

11179 Retentlon of Controlled Substance Prescngtlo permd—-presenptlanaﬂle—te—be

11207 Filling-preseription-oQnly by-pPharmacist or ilntern Authorized to Fill
pharmasist—dispensing,-compol

Prescription, ; unding-filling-by-pharmacist er-intern
pharmasistonly
11209 Delivery and Receiving Requirements for Schedule II, Il, &and 1V Substances;
Violation
11350 Possession of sSpecified eControlled sSubstance—iliegal-p ion-of-a-nar
11377 Unlawful pPossession of sSpecified sSubstance—illegal-pe ion-of-a-nen
trolled_sybst:

11165(d) CURES Transmlssmn
150204 Surplus Medication Collection and Distribution Program

CODE OF FEDERAL REGULATIONS, TITLE 21

1304.03  Persons required to keep records and file reports,
1304.04  Maintenance of records and inventories,
1304.11  Generalinveniory requirements ferinveniories,
1304.21  General requirements for continuing records,
1304.22  Records for manufacturers,
1305.07 PowerofatterneySpecial procedure for filling certain orders.
1305.13  Preservalion-of-orderformsProcedure for filling DEA Forms 222.
1306.04 Purpose of issue of prescription,
13086.06 Persons entitled to fill prescriptions,
1306.07 Administering or dispensing of narcotic drugs.
1306.11  Requirement of Schedulel-Pprescriptions.
1306.12 Refilling prescriptions—S8ehedule .,
1306.13  Partial filling of prescriptions—SeheduleH,
1306.21  Requirement of prescription-—Schedule-il-and-M.
1306.22  Refilling of prescriptions—Sehedule-1H-and-IV,

18
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| 1306.23  Partial filling of prescriptions—Schedule-tHand\,

CATEGORY lll

Minimum: Revocation; Revocation stayed, 90 days actual suspension, three to five years
probation (five years probation where self-administration or diversion of
controlled substances is involved). All standard terms and conditions and
optional terms and conditions as appropriate.

Maximum: Revocation

1l di

Categ

ipline is recommended for:

most criminal convictions involving dangerous drugs or controlled

substances

knowing or willfully violating laws or regulations pertaining to dispensing
or distributing dangerous drugs or controlled substances

Zygai=rfir __ fraudulent acts committed in connection with the licensee's practice

%—3&“‘1‘%&. E=r&fwe  drug shortages

violation of a licensee’s corresponding responsibility.

Violations of the following codes are as-foliowsrepresentative of this category:

BUSINESS AND PROFESSIONS CODE
Article 3. Scope of Pactice and Exemptions

4034 Pedigree
4051(a) Conduct Limited To Pharmacist

4059 Furnishing Dangerous Drugs or Devices Prohibited Without Prescription;

Exceptions
4059.5 Who May Ordering Dangerous Drugs or Devices; Exceptions

Article 5. Authority of Inspectors

4080 Stock of Dangerous Drugs and Dewoes Kept Open for inspection

4081 Records of Acquisition-and-Dispensi Dangerous Drugs and Devices
Kept Open for inspection; Mamtenance of Records, Current Inventory

Uniawful to Remove, Sell, Dispose of Embargoed Dangerous Drug or Dangerous
Device

4085(a)

Article 6. General Requirements

41058 Retaining Records of Dangerous Drugs and Devices on Licensed Premises;
Temporary Removal; Waivers: Access fo Electronically Maintained Records

Article 7. Pharmades

4110 Reguirement of License—Temporary--icenseslicensed Required; Temporary Permit
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Upon Transfer of Qwnership
4111 Ownership-by Prescribers-RrohibitedRestrictions on Prescriber Qwnership

Article 11. Wholesalers and Manufacturers

4169(a)(2) to
4169(a)(5) Prohibited Acts

Article 15. Veterinary Food-Animal Retailers

4199 Labeling-Recerdkeeping Requirements; Maintaining Prescription Records

Article 19. DisciplinaryProceedings

4301 Unprofessional Conduct - Ssubsections (i) and- (k)_and (o)
Against-Association-with-a-Licenseg

4307 Prohibition of Association of Individual with Entity
License by Board: Lenath of Prohibition; Individuals Covered; |mposition of
Prohibition Through Administrative Act Proceeding

4308 Notification-of-Licensee-Person-is-Prohibited-from-Assesiation;
ReplacsementProhibited Association: Notification of Affected Licensees Known to
Board

Article 20. Prohibitions ard Offenses

4322 False-Representation-te-Obtain-LicensureMisdemeanor or Infraction: Faise
Representations to Secure License for Self or Others; False Representation of
Licensure; Penalties

4323 False Representation-by-Telephene-or-Elestronic Fransmissionto-Oblain-a
DrugMisdemeanor: False Representation of Self as Physician, Agent of Physician,
etc. to Obtain Drug

4324 Forgery-er-AlterationFelony or Misdemeanor: Forgery of Prescription; Possession of
Drugs Obtained Through Forged Prescription

4325 Producil ot i izationMisdemeanor: Manufacture
Possession, efc. of False Prescription Blank

4327 Use-of- Alcahelor-Drugs-while-on-DutyMisdemeanor; Sale, Dispensing, or
Compounding While Under the Influence of Drugs or Alcoholic Beverages

4329 NenpharmascistTaking-ChargeMisdemeanor; Non-pharmacist Acting as Manager,

Compounding. Dispensing or Furnishing Drugs
4332 Failure-or Refusalo Produse-or Provide-RecordsMisdemeanor: Failure or Refusal

o Maintain or Produce Required Drug or Bevice Records; Willful Production of
False Records

43354335 Failure-te-Arrange-for-Transfor-of Stesk-afier-GlosureVoided License: Knowing
Failure to Arrange for Disposition of Stock as Misdemeanor

43364336 Use-of Mineras-Agentie-Violate-RPharmaey-LawFelony: Knowing or Willful Use of
Minor to Violate Specified Sections of Pharmacy Law: Exception for Pharmacist

Furnishing Pursuant to a Prescription

Article 22. Unfair Trade Practices

4380 Resale of Preferentially Priced Drugs: Prohibition: Exceptions
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CALIFORNIA CODE OF REGULATIONS, TITLE 16

1707 Waiver Requirements for Off-Site Storage of Records

1718 Current iinventory dDefined-—auditaccountability of- dangerous drugs

1761(b)  Goentrelled-substance-preseription—professionaljudgmentErroneous or Uncertain
Prescriptions

1771 Postxng of Notlce of Susgensson
1772 Disciplinary Condition of Suspension

1773 Disciplinary Conditions of Probation of Pharmacist
1774 Disciplinary Conditions of Probation of Permit

HEALTH AND SAFETY CODE; H¥LE22

11104 Providing Chemical for {llicit Manufacturing: Evas:on of Reporting Requirements;
Penaltiescontrelied-substances-forma

11106 False sStatement in rReport

111'7') er\raga r\f troflad cuhet.

11150 Persons aAuthorized to wWrite or ilssue a pPrescription

11153 Responsibility for Legitimacy of eentrolled-substance-pPrescription; —
eCorresponding rResponsibility of a-pPharmacist; Knowing Violation

11153.5  Wholesaler or Manufacturer Furnishing a-sControlied sSubstance fer-eQther {Than
for a-lLegitimate mMedlcaI pPurpose; Knowmq Violation; Factors in Assessing
Legitimacy-

11157 No False or fFictitious pPrescriptions—issuing-a-false-orfictitious-preseription

11162.5  Counterfeiting or pPossession of sCounterfeit Triplicate pPrescription £Blank;
Penalty

11173 Fraud, dDeceit, mMisrepresentation or {False sStatement; False Representation;
False Label—obtaining-centrolled-Substances-by fraud-ar-deceit

11174 Prohibition on Providing False aName or aAddress_in Connection with Prescription,
etc.—false-nare-or-address-on-prescription

11351 Possess;on or pPurchase for sSaIe of sSpecified ¢Controlled sSubstance—illegal

forsale n( a-h;

11368 Forged or aAltered pPrescriptions-forging-a-narcotic-preseription
11375 Possession for sSale or sSelling sSpecified sSubstance

11378 Possession for sSale-illegal-possession-for-sale-of-a-nennarcotic
11550 Useing or bBeing uUnder the-iinfluence of eControlled sSubstance

11167.5  Pharmacy Generated Prescription for Schedule H Controlled Substances in a

Skilled Nursing Facility
111295 Manufacturing, Selling, or Offering for Sale an Adulterated Drug or Device

111300 Unlawful to Adulterate a Drug

111305 Untawful to Receive in Commerce an Adulterated Drug
111440 Unlawful Manufacturer, Selling a Misbranded Drug

111445 Unlawful for a Person to Misbrand

111450 Unlawful to Receive into Commerce a Drug that is Misbranded

CATEGORY IV
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Penalty:  Revocation

Revocation is recommended for violations of the Uniform Controlled Substance Act (Heath and
Safety Code 11000 et seq.) wheninvolving:

possession for sale

transportation

importation

E5Esie  sale

i - use of a minor for the unlawful sale of controlled substances

Revocation is also recommended when:
| £=ebi=a respondent fails to file a notice of defense or to appear at a disciplinary hearing
where the board has requested revocation in the accusation
| #+iB«a respondent violates the terms and conditions of probation from a previous
disciplinary order
=prior discipline has been imposed, as progressive discipline unless the respondent
can demonstrate satisfactory evidence of rehabilitation.

Violations of the following codes are as-fellewsrepresentative of this category:
HEALTH AND SAFETY CODE,-TTLE22

11352 Importing, sSelling, fFurnishing sControlled sSubstance—ilegal-sale-ef-a-narcotic

11353 Adult iinducing mMinor to vViolate esnirelied-substances-pProvisions

11379 Transporting, i{mporting, sSelling eControlled sSubstances—illegat sale-of-a-nen-
parcotic

11380 Adult ulsing, sSoliciting or ilntimidating mMinor for ¥Violation—vielation-ef-ronr-
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MODEL DISCIPLINARY LANGUAGE — PHARMACIST/INTERN PHARMACIST

The following standardized language shall be used in every decision where the order or
condition is imposed.

Revocation—Single Cause

License number , issued to respondent Jis revoked.

Respondent shall relinguish his or her wall license and pocket renewal license to the board
within 10 days of the effective date of this decision. Respondent may not reapply or petition the
board for reinstatement of his or her revoked license for three years from the effective date of
this decision.

Respondent shall pay to the board its costs of investigation and prosecution in the amount of
$ within fifteen (15) days of the effective date of this decision.

Option: Upen-As a condition precedent to reinstatement of his or her revoked license,
respondent shall reimburse the board for its costs of investigation and prosecution in the
amount of § Said amount shall be paid in full prior to the_reapplication or
reinstatement of his or her license_unless otherwise ordered by the board. {frespondent-failsto
pay-the-amount-specified,-his-or-herlicense-shall remain-revoked:

Revocation-Multiple-Causes
I H B nnmhnr lot-ua to-f f d .".‘ is. FEV yad

pumuanpw—getem

ih
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Option-Yponreinstatement-of-his-or-herreveked-licenserespondent shallreimburse-the

hnarﬁl fnr |6e costs. fn— 41, i } am—( ¥ lhnn m Qha 2ot .{\6 nF Q Qa{,é
ameunt—sha!l«be—paadmwlpmr—twh&reanstatement—ef—his-ephe;—hsense-lwespendent-fa&lm
pay-the-amount-specified-his-or-her icense-shall-rernainrevoked:
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Suspension—Single Cause
L‘ nse: numhnr ; iceued-t in.al

-As part of probation, resgondent is susgended from the pract ce of pharmacy for
beginning the effective date of this decision.

ded-fora-period-of
a-p

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
which is licensed by the board, of any manufacturer, or where dangerous drugs and devices or
controlied substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock. manufacturing, compounding, dispensing or patient

consultation; nor shall respondent manage, administer, or be a consultant to any licensee of the
board, or have access to or control the ordering, manufacturing or dispensing of dangerous

drugs and devices or controlled substances.

Respondent shall not engage in any activity that requires the professional judgment of a
pharmacist. Respondent shall not direct or control any aspect of the practice of pharmacy.
Respondent shali not perform the duties of a pharmacy technician or a designated
representative for any entity licensed by the board.

Subiject to the above restrictions. respondent may continue to own or hold an interest in any
licensed premises in which he or she holds an interest at the time this decision becomes
effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.
Suspension—Multiple Causes

nuyrmbar iscuad to dent-is-st dedfora iod-of.
AU T o FeEPeRGenRt aeqtora HEeG-Ot

=

R ndeptis-suspended-from-the-pra of-pharmacy-for beginning-the
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Standard Stay/Probation Order

License number , issued to respondent is_revoked——-—-——— however,
the revocation——————_is stayed and respondent is placed on probation for
years upon the following terms and conditions:

Issuance of Probationary License (In cases where a Statement of Issues has been filed.)
The-application-for-licensure-of respondent-is-hereby-granted.-on-the following-terms-and
4. That-respondent-firstmeet-all-statulons-and-regulatery-requirements for-the issuance

ofa-licenseto

2. Thatfoll if tha 41, i i, ofH#1 dent'sdi hejesuead-and

~That-fellowing-th -of #1+esp license-b wd
immediately-revoked-theo being stayed-and-respondent-placed
on-probation-fer-a-period-o ears-on-the-following-terms-and-conditions:

Upon satisfaction of all statutory and regulatory requirements for issuance of a license, a
license shall be issued to respondent and immediately revoked: the order of revocation is

staved and respondent is placed on probation for vears upon the following terms and
conditions:

Surrender

Respondent surrenders license number as of the effective date of this decision.
Respondent shall relinquish his or her wall license and pocket renewal license to the board
within ten (10} days of the effective date of this decision.

The surrender of respondent's license and the acceptance of the surrendered license by the
board shall constitute the imposition of discipline against respondent._This decision constitutes
a record of discipling and shall become a part of respondent's license history with the board.

Respondent understands and agrees that if he or she ever files an application for licensure or a
petition for reinstatement in the State of California, the board shall freat it as a new application
for licensure.

Respondent may not reapply for any license, permit, or registration from the board for three
years from the effective date of this decision. Respondent stipulates that should he or she
apply for any license from the board on or after the effective date of this decision, all allegations
set forth in the [accusation or petition to revoke probation] shall be deemed to be true, correct
and admitted by respondent when the board determines whether to grant or deny the
application. Respondent shall satisfy all requirements applicable to that license as of the date
the application is submitted to the board, including, but not limited to taking and passing the
California Pharmacist Licensure Examination prior to the issuance of a new license.
Respondent is ebligated-required to report this surrender as disciplinary action.

Respondent further stipulates that he or she shall reimburse the board for its costs of
investigation and prosecution in the amount of § within days of the
effective date of this decision.

Option: Respondent stipulates that should he or she apply for any license from the board on or
after the effective date of this decision the investigation and prosecution costs in the amount of
$ shall be paid to the board prior to issuance of the new license.
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Public Reprimand

It is hereby ordered that a public reprimand be issued against licensee,
Respondent is required to report this reprimand as a disciplinary action.

Adoption of Stipulation

It is understood by respondent that, in deciding whether to adopt this stipulation, the board may
receive oral and written communication from its staff and the Atterney-General's-Office_of the
Altorney General. Communications pursuant to this paragraph shall not disqualify the board or
other persons from future participation in this or any other matter affecting respondent. In the
event this settlement is not adopted by the board, the stipulation will not become effective and
may not be used for any purpose, except this paragraph, which shall remain in effect.
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STANDARD CONDITIONS - To be included in all probation decisions/orders.

Term-Number—(Numbers-reflect-actuallerm-and-cendition-numbers-as-listed-beginning-with-page

|

Obey aAll Laws

Reporting to the Board

Interview with the Board

Cooperatione with Board Staff

Continuing Education

Notice to Employers

No Rrecepierships;-Supervision of Interns, BeingServing as Pharmacist-In-Charge

(PIC), or Serving as a Consultant

8. Reimbursement of Board Costs

9. Probation Monitoring Costs

10.  Status of License

11. License Surrender While on Probation/Suspension

12.  Notification of a Change in Name, Residence Address, EmploymentMailing Address_or
Employment-Ghange

13.  Tolling of Probation

14.  Violation of Probation

16.  Completion of Probation

NooswNn

OPTIONAL CONDITIONS

Tern-Number—(Numbers-reflectactual-term-and-condition-numbers-as-listed-beginning-with-page————)

4-Actual-Suspension

2:16. Restricted Practice

3:17.__Pharmacist Examination

4:18. Mental Health Examination

5:19. _Psychotherapy

6:20. Medical Evaluation

#21. _Rehabilitation-RrogramPharmacists Recovery Program (PRP)
8:22. _Random Drug Screening

.23, Abstain from Drugs and Alcohol Use

24. Prescription Coordination and Monitoring of Prescription Use
40.25. Community Service Program

44-26. Restitution

42:27. Remedial Education

28, Pharmacy Seif-Assessment Mechanism (PSAM)
43.29. Pharmasy-Intern Pharmacist Experience
44:30. Supervised Practice

45.31. No Supervision_of Ancillary Personnel

46:32. No Ownership of Licensed Premises
47:33._Separate File of Records

48:34. Report of Controlled Substances

48:35. No Access to Controlled Substances

20:36. Criminal Probation/Parole Reports
24-37._Consultant for Owner or Pharmacist-In-Charge
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22:38._Tolling of Suspension
39, Surrender of DEA Permit
40, Ethics Course
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STANDARD CONDITIONS: TO BE INCLUDED IN ALL PROBATIONS

4:4. _ Obey All Laws

Respondent shall obey all state and federal laws and regulations-substantially-related-to-of

Respondent shall report any of the following occurrences to the board, in writing, within
seventy-two (72) hours of such occurrence:

« an arrest or issuance of a criminal complaint for violation of any provision of the
Pharmacy Law, state and federal food and drug laws, or state and federal controlled
substances laws

= a plea of guilty or nolo contendre in any state or federal criminal proceeding to any
criminal complaint, information or indictment

= aconviction of any crime

= discipline, citation, or other administrative action filed by any state and-or federal agency
which involves respondent’s license or which is related to the practice of
pharmacy or the manufacturing, obtaining, handling, erdistributien-distributing, erbilling,
or charging for ef-any drug, device or controlled substance.

Failure to timely report such occurrence shall be considered a violation of probation.
2:2. Reporting to the Board

Respondent shall report to the board quarterly, on a schedule as directed by the board or ifs
designee. The report shall be made either in person or in writing, as directed. Among other
requirements, Rrespondent shall state in each report under penalty of perjury whether there has
been compliance with all the terms and conditions of probation. Failure to submit timely reports
in_a form as directed shall be considered a violation of probation. Any period(s) of delinguency
in_submission of reports as directed may be added to the total period of probation. Moreover, if
the final probation report is-net-is not made as directed, probation shall be automatically
extended automatically-until such time as the final report is made and accepted by the board.

3.3. _Interview with the Board

Upon receipt of reasonable prior notice, respondent shall appear in person for interviews with
the board or its designee, at such upon-reguest-at-varieus-intervals and ata-locationg as are te
be-determined by the board or its designee. Failure to appear for any scheduled interview
without prior notification to board staff, or failure to appear for two (2) or more scheduled
interviews with the board or its designee during the period of probation, shall be considered a
violation of probation.

44. Cooperatieng with Board Staff

Respondent shall cooperate with the board's inspectional program and in-with the board's
monitoring and investigation of respondent's compliance with the terms and conditions of his or
her probation. Failure to cempiy-cooperate shall be considered a violation of probation.

5:5. Continuing Education

29
Deletions to the re gulatory text are indicated by double strike-through, thus: deletedJanguage. Additionsto the regulatory
text are indicated by a double underli ne, thus: added language

Respondent shall provide evidence of efforts to maintain skill and knowledge as a
pharmacist as directed by the board_or its designee.

6. Notice to Employers

During the period of probation, Rrespondent shall notify all present and prospective employers
of the decision in case number and the terms, conditions and restrictions imposed
on respondent by the decision, as follows:-

Within thirty (30) days of the effective date of this decision, and within fifteen (15) days of
respondent undertaking any new employment, respondent shall cause his or her direct
supervisor, pharmacist-in-charge (including each new pharmacist-in-charge employed during
respondent’s tenure of employment) and/er owner to report to the board in writing
acknowledging that the listed individual(s) has/have employerhas-read the decision in case
number and terms and conditions imposed thereby. It shall be respondent’s
responsibility to ensure that his or her emplover{s) and/or supervisor(s) submit {imely

acknowledgment(s) to the board.

If respondent works for or is employed by or through a pharmacy employment service,
respondent must notify the-his or her direct supervisor, pharmacist-in-charge, andfer owner at
every pharmasy-entily licensed by the board of the and-terms and conditions of the decision in
case number in advance of the respondent commencing work at each-pharmacy
licensed entity. A record of this notification must be provided to the hoard upon request.

Furthermore, within thicty (30} days of the effective date of this decision, and within fifteen (15

days of respondent undertaking any new employment by or through a pharmacy employment
service. respondent shall cause his or her direct supervisor with the pharmacy employment
service to report to the board in writing acknowliedging that he or she has read the decision in
case humber and the terms and conditions imposed thereby. It shall be respondent's
responsibility to ensure that his or her employer(s) andfor supervisor(s) submit timel

acknowledgment(s) to the board,

Eailure to timely noftify present or prospective empioyer(s) or to cause that/those employer(s) to
submit timely acknowledgments to the board shall be considered a violation of probation.

"Employment” within the meaning of this provision shall include any fuil-time, part-time,
temporary, relief or pharmacy management service as a pharmacist_or any position for
which a pharmacist license is a requirement or criterion for employment, whether the
respondent is censidered-an employee,-ef independent contractor or volunteer.

#7. _No Preceptorships;-Supervision of Interns, Being-Serving as Pharmacist-in-

Charge (PIC), Serving as Designated Representative-in-Charge, or Serving
as a Consultant

Buring the period of probat;on Rrespondent shall not supervise any intern pharmacist,-er

- be the pharmacist-in-charge or

desmnated representatwe—m charge of any entlty llcensed by the board nor setve as a

consultant unless otherwise specified in this order._Assumption of any such unauthorized
supervision responsibilities shall be considered a violation of probation.
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8:8.___Reimbursement of Board Costs

As a condition precedent to successful completion of probation, Rrespondent shall pay to the
board its costs of investigation and prosecution in the amount of $ . Respondent shall
make said payments as follows:

There shall be no deviation from this schedule absent prior written approval by the board or its
designee. Failure to pay costs by the deadline(s) as directed shall be considered a violation of
probation.

The filing of bankruptcy by respondent shall not relieve respondent of his or her responsibility to
reimburse the board its costs of investigation and prosecution.

8:9. Probation Monitoring Costs

Respondent shall pay the-any costs associated with probation monitoring as determined by the
board each and every year of probation. Such costs shall be payable to the board-at-the-end-ef

each-yearofprebation_on a schedule as directed by the board or its designee. Failure to pay
such costs_by the deadline(s) as directed shall be considered a violation of probation.

40:10. Status of License
Respondent shall, at all times while on probation, maintain an active, current license with the

board, including any period during which suspension or probation is tolled._Failure to maintain
an active, current license shall be considered a violation of probation.

If respondent's license expires or is cancelled by operation of law or otherwise_at any time
during the period of probation, including any extensions thereof due to tolling or otherwise, upon
renewal or reapplication; respondent's license shall be subject to all terms and conditions of this
probation not previously satisfied.

11.___ -License Surrender wWhile on Probation/Suspension

Following the effective date of this decision, should respondent cease practice due to retirement
or health, or be otherwise unable to satisfy the terms and conditions of probation, respondent
may tender his or her license to the board for surrender. The board or its designee shall have
the discretion whether to grant the request for surrender or take any other action it deems
appropriate and reasonable. Upon formal acceptance of the surrender of the license,
respondent will no longer be subject to the terms and conditions of probation._This surrender
constitutes a record of discipline and shall become a part of the respondent’s license history
with the board.

Upon acceptance of the surrender, respondent shall relinquish his or her pocket and wall
license to the board within ten {10) days of notification by the board that the surrender is
accepted. Respondent may not reapply for any license from the board for three (3) years from
the effective date of the surrender. Respondent shall meet all requirements applicable to the
license sought as of the date the application for that license is submitted to the board, including
any outstanding costs.
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411612, Notification of a Change in Name, Residence Address,
Employment!Mailing Address or EmploymentChange

Respondent shall notify the board in writing within ten {10) days of any change of employment.
Said notification shall include the reasons for leaving, and/erthe address of the new employer,
the name of the supervisor er-and owner, and the work schedule if known. Respondent shall
further notify the board in writing within ten (10) days of a change in name, residence address,
mailing address, or phone number.

Failure fo timely notify the board of any change in employer(s), name(s), address(es), or phone
number(s) shall be considered a violation of probation.

43:13. Tolling of Probation

Except during periods of suspension, respondent shall, at all times while on probation, be
emploved as a pharmacist in California for a minimum of hours per calendar month.

Any month during which this minimum is not met shall folf the period of probation, i.e., the
period of probation shall be extended by one month for each month during which this minimum
is not met. During any such period of tolling of probation, respondent must nonetheless comply
with all terms and conditions of probation.

Should respondent, regardless of residency, for any reason (including vacation) cease

practicing pharmaey-as a pharmacist for a minimum of hours per calendar month in

California, respondent must notify the board in writing within ten (10) days of the cessation of

the-practice-ef-pharmacy-or, and must further notify the board in writing within ten (10) days of

the resumption of the-practice-of-pharmacy. Such-perieds-of time-shall-notapply-to-the

reduction-ot-the-probationperied—Any failure to provide such notification(s) shall be considered
a violation of probation.

It is a violation of probation for respondent's probation to remain tolled pursuant to the
provisions of this condition for a total period, counting consecutive and non-consecutive
months, exceeding-three-years thirty-six (36) months.

“Cessation of practice”" means any perisd-of-time-exceeding-30-days-calendar month in
during which respondent is not practicing as a pharmacist for at least hours,
as defined by Business and Professions Code section 4000 et seq engaged-in-the
practice-of pharmacy-as-defined-in-Section-4052-of the Business-and-Professions-Gode.
"Resumption of practice” means any calendar month during which respondent is

practicing as a pharmacist for at least hours as a pharmacist as defined by
Business and Professjons Code section 4000 et seq,

Option: Respondent is required to practice as a pharmacist in a licensed pharmacy setting
that dispenses medication for a minimum of one vear prior to the completion of probation. After
the first year of probation. the board or its designee may consider a modification of this
requirement. {f respondent fails to comply with this requirement or a subsequent modification

thereto, such failure shall be considered a violation of probation.
Opti R rdent-shall-work aHeasLMeum&eaeh—ealendar—men&h—as-a
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414:14. Violation of Probation

If a respondent has not complied with any term or condition of probation, the board shall have
continuing jurisdiction over respondent. and probation shall automatically be extended, until all
terms and conditions have been satisfied or the board has taken other action as deemed
appropriate to treat the failure to comply as a violation of probation. to terminate probation, and
to impose the penaity that was staved.

If respondent violates probation in any respect, the board, after giving respondent notice and an
opportunity to be heard, may revoke probation and carry out the disciplinary order which-that
was stayed. Notice and opportunity to be heard are not required for those provisions stating
that a violation thereof may lead to automatic termination of the stay and/or revocation of the
license. _If a petition to revoke probation or an accusation is filed against respondent during
probation, the board shall have continuing jurisdiction and the period of probation shall be
automatically extended; until the petition to revoke probation or accusation is heard and
decided.

Lf—a Fespendent-ha&ne&eempkedw&thany-tepm—or-eendmen@f—prebatm—the-boam—shall
nt—and—p;ebat{en—shau—a&tema&eal

] anr\ to.treat-tha-failure io

\
T

pwbaﬂen—ané—tmmpese—the—penﬂy—wh&ehwas—s&ayed—
45:15. Completion of Probation

Upon written notice by the board or its designee indicating successful completion of probation,
respondent's license wili be fully restored.

OPTIONAL. CONDITIONS OF PROBATION

4--Actual-Suspension

As-part-of-probati \dentis-suspended-from the practice-of

beginnin "m °ﬁeetwedate—ef—thfs—dee&s&en—
———DHHHWWWMGM%%%WMWHG%%

of ﬂr\a :- Tat Te' . es-ofa u,hr ARy fr\nri ar

d&tﬂbutew%gmwmmeamampme%agm
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raanufasturing-or-dispensing-of dangerous-drugs-and-devices-orcontrolled-substances-

——  Respondent shallnet-engage-in-any-astivity that-requires-the-professional
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judgmeﬁt—ef—a—phapmasrst——Respendent»shalknet—&reet—er-eentrel—aay—aspeet—of—thepraeﬂee—ef
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2:16. Restricted Practice-{Where-this-condition-is-imposed-optionalcondition-#7-should-alse-be
Respondent's practice of pharmacy shall be restricted to [specify setting or type of practice] for

the first years of probation. Respondent shall submit proof satisfactory to the board of
compliance with this term of probation.

Option: Respondent shall not prepare. oversee or patticipate in the preparation of injectable
sterile products during the first year(s) of probation. Respondent shall submit proof
satisfactory to the board of compliance with this term of probation. Failure o abide by this
restriction or to timely submit proof fo the board of compliance therewith shall be considered a

violation of probation.

3.17. Pharmacist Examination

Respondent shall take and pass the ——————seclion(s)-of-the-pharmascistlicensure
examination-as-scheduy e Board-afier the-effective date-of this-decision-atrespondent's
ewn-expense[California Pharmacist Jurisprudence Examination (CPJE)} and/for the North
American Pharmacist Licensure Examination {NAPLEX)] within six (6} months of the effective
date of this decision. If respondent fails to take and pass the examination(s) within six (6)
months after the effective of this decision, respondent shall be automatically suspended from
practice-upon-writien-netice. Respondent shall not resume the practice of pharmacy until he or
she takes and passes the same-sestion{s}-ata-subsequent-examinatien-{CPJE andlor
NAPLEX] and is notified, in writing, that he or she has passed the examination(s) and may
resume practice. Respondent shall bear all costs of the examination(s) required by the board.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient
consultation; nor shall respondent manage, administer, er-or be a consultant to any licensee of
the Bboard, or have access to or control the ordering, manufacturing or dispensing of
dangerous drugs and controlled substances. _Respondent shall not resume practice until
notified by the board.

During suspension, Rrespondent shall not engage in any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or an-exemptee-a
designated representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any
pharmasy-licensed premises in which he or she holds an interest at the time this decision
becomes effective unless otherwise specified in this order.
Failure to comply with this suspension shail be considered a violation of probation,
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If respondent fails to take and pass the [CPJE and/or NAPLEX] after four attempts. respondent
shall successfully complete, at a minimum, sixteen (16) additional semester units of pharmacy
education as approved by the board. Failure to complete coursework as required shall be
considered a violation of probation. Failure to take and-pass-the examination{s) within one (1)
year of the effective date of this decision shall be constdered a violation of probation.

St sion-and-probation-shall-be-extended-untilrespon p the-examination-and-is

neﬂﬁedﬂmwnang—

4-18. Mental Health Examination (Appropriate for those cases where evidence demonstrates
that mental ilness or disability was a contributing cause of the violations.)
i

Within thirty {30} days of the effective date of this decision, and on a periodic basis as may be
required by the board_or its designee, respondent shall undergo, at his or her own expense,
psychiatric evaluation(s) by a board-appointed or board-approved-psyschiatristo

licensed mental health practitioner. The approved evaluator shall be provided with a copy of
the board’s faccusation or petition o revoke probation} and decision. _Respondent shall sign a
release authorizing the evaluator to furnish the board with a current diagnosis and a written
report regarding the respondent's judgment and ability to function independently as a
pharmacist with safety to the public. Respondent shall comply with all the recommendations of
the evaluator if directed by the board_or its designee.

If the psyshiatrist-or-psychotherapist-evaluator recommends, and the board or its designee

directs, respondent shall undergo psychotherapy. Respondentshali-within-30-days-efwritten
notice-of the-need—foc—psyehetherapy,—subm;t%o-the—board—fth&pner—appFeV&the

continue- psyshotherapy-at—respendentsewwexpense—uni*t—iuﬁher-neﬂse—f;em%he-beard-

reporis-te-the-board-as-dirested—Within thirty (30) days of notification by the board that a
recommendation for psychotherapy has been accepted, respondent shall submit to the board or
its designee, for prior approval, the name and qualification of a licensed mental health
practitioner of respondent’s choice. Within thirty (30) days of approval thereof by the board
respondent shall submit documentation to the board demonstrating the commencement of
psychotherapy with the approved licensed mental heaith practitioner. Shouid respondent, for
any reason, cease treatment with the approved licensed mental health practitioner. respondent
shall notify the board immediately and, within thirty (30) days of ceasing treatment therewith
submit the name of a replacement licensed mental health practitioner of respondent's choice to
the board for its prior approval. Within thirty (30) days of approval thereof, respondent shatf
submit documentation to the board demonstrating the commencement of psychotherapy with
the approved replacement. Failure to comply with any requirement or deadline stated by this
paragraph shali be considered a violation of probation.

Upon approvai of the initial or any subsequent licensed mental health practitioner, respondent
shail undergo and continue treatment with that therapist. at respondent’s own expense. until the
therapist recommends in writing to the board, and the board or its designee agrees hy way of a
written natification fo respondent, that no further psychotherapy is necessary. Upon receipt of
such recommendation from the treating therapist, and before determining whether to accept or
reject said recommendation,_the board or its designee may require respondent to undergo, at
respondent’s expense, a mental health evaluation by a separate board-appointed or board-
approved evaluator. If the approved evaluator recommends that respondent continue
psychotherapy, the board or its designee may require respondent to continue psychotherapy.
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Psychotherapy shall be at least once a week unless otherwise approved by the board.
Respondent shall provide the therapist with a copy of the board’s faccusation or petition to
revoke probation] and decision no later than the first therapy session. Respondent shall take all
necessary steps to ensure that the treating therapist submits written guarterly reports to the
board concerning respondent's fitness to practice, progress in treatment, and other such
information as may be required by the hoard or its designee.

If at any time the approved evaluator or therapist determines that respondent is determined-to

be-unable to practice safely_or independently as a pharmacist, the licensed mental health
practitioner shall notify the board immediately by telephone and follow up by written letter within
three (3) working days. Upon notification from the board or its designee of this determination,
upon-netification-respondent shall immediately cease-prastice-be automatically suspended and
shall not resume practice until notified by the board that practice may be resumed.

Option: Commencing on the effective date of this decision, respondent shali not engage in the
practice of pharmacy until notified in writing by the board that respondent is-has been deemed
psychologically fit to practice pharmacy safely, and the board or its designee approves said
recommendation.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient

[ consultation; nor shall respondent manage, administer, eror be a consultant to any licensee of

the board, or have access to or control the ordering, manufacturing or dispensing of dangerous

drugs and controlled substances._Respondent shall not resume practice until notified by the
board.

During suspension, Rrespondent shall not engage in any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or contro! any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or an-exemptee-a
designated representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any
pharmasy-licensed premises in which he or she holds an interest at the time this decision
becomes effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.

{Option language to be used in addition to standard lanquage)

Option: If recommended by the evaluating psychiatrist-orpsychetherapist-icensed mental
health practitioner and approved by the board, respondent shall be suspended from practicing
pharmacy until the-respondent’s treating psyshetherapist recommends, in writing, stating the
basis therefor, that respondent can safely practice pharmacy, and the board or its designee
approves said recommendation.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
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controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient
consultation; nor shall respondent manage, administer, er-or be a consultant to any licensee of
the board, or have access to or control the ordering, manufacturing or dispensing of dangerous
drugs and controlled substances. Respondent shall not resume practice until notified by the
board.

During suspension, Rrespondent shall not engage in any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or an-exemptee-a
designated representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any

pharmasy-licensed premises in which he or she holds an interest at the time this decision
becomes effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.

5:19. Psychotherapy (Appropriate for those cases where the evidence demonstrates mental illness
or alcohol or drug abuse was involved in the violations.)

Within thirty (30} days of the effective date of this decision, respondent shall submit to the
board_or its designee, for its-prior approval, the name and qualifications of a licensed mental
health practitioner of respondent's choice. Within thirty {30) days of approval thereof
respondent shall submit documentation to the board demonstrating the commencement of

psychotherapy with the approved licensed mental health practitioner. Should respondent, for
any reason, cease treatment with the approved licensed mental health practitioner, respondent

shall notify the board immediately and, within thirty (30} days of ceasing treatment, submit the
name of a replacement psychotherapist or licensed mentai health practitioner of respondent's
choice to the board for its prior approval._Within thirty (30) days of approval thereof,
respondent shall submit documentation to the board demonstrating the commencement of
psychotherapy with the approved replacement. Failure to comply with any requirement or
deadline stated by this paragraph shall be considered & violation of probation.

Upon approval of the initial or any subseguent licensed mental health practitioner. respondent
shall undergo and centinue treatment with that therapist. at respondent's own expense. until the
therapist recommends in writing to the board, and the board or its designee agrees by way of a
written notification to respondent, that no further psychotherapy is necessary. Upon receipt of
such recommendation from the treating therapist, and before determining whether fo accept or
reject said recommendation, the board or its designee may require respondent to undergo, at
respondent’s own expense. a mental health evaluation by a board-appointed or board-approved
psychiatrist or psychologist, If the approved evaluator recommends that respondent continue
psychotherapy. the board or its designee may require respondent to continue psychotherapy.

Therapy-Psychotherapy shall be at least once a week unless otherwise determined-approved
by the board. Respondent shall provide the therapist with a copy of the board’s accusation and
decision no later than the first therapy session. Respondent shall take all necessary steps to
ensure that the treating therapist submits written quarterly reports to the board concerning
respondent's fitness to practice, progress in treatment, and te-provide-such other information as
may be required by the board or its designee.
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If at any time the treating therapist finds-determines that respondent cannot practice safely or
independently, the therapist shall notify the board immediately by telephone and followed up by
written letter within three (3) working days._Upon notification from the board or its designee of

this determination, respondent shall be automatically suspended and shall not resume practice
untit notified by the board that practice may be resumed.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient
consultation; nor shall respondent manage, administer, or be a consultant to any licensee of the
board, or have access to or control the ordering, manufacturing or dispensing of dangerous

drugs and controlled substances. Respondent shall not resume practice untit notified by the
board.

During suspension, respondent shall not engage in any activity that requires the professional
judament of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technigian or a designated
representative for any entity licensed by the board.

Subiect to the above restrictions. respondent may continue to own or hold an interest in any
licensed premises in which he or she holds an interest at the time this decision becomes
effective unless otherwise specified in this order.

Failure to oomgly wnth thns suspension sha | be consxdered a violation of probation.

esnhaue#eatmen%m@h&a&hepap&s@anda%aéen@s@wnexpeﬂse—aﬂm the—beard—deems
that-ne-further psychetherapy is-necessary—The bo: entio-undsrge-a
mental-health-evaluation{s)-by-a-beard-appointed-or-board-approved-licensed-mental-health
practitioner-

£:20. Medical Evaluation (Appropriate for those cases where the evidence demonstrates that the
respondent has had a physical problem/disability which was a contributing caise of the violations
and which may affect the respondent's ability o practice.)

Within thirty (30) days of the effective date of this decision, and on a periodic basis thereafter
as may be required by the board_or its designee, respondent shall undergo a medical
evaluation, at respondent's own expense, by a board-appointed or board-approved physician
who shall furnish a medical report to the board._The approved physician shall be provided with
a copy of the board's [accusation or petition to revoke probation| and decision. A record of this
notification must be provided to the board upon request. Respondent shall sign a release
authorizing the physician to furnish the board with a current diagnosis and a written report
regarding the respondent's ability to function independently as a pharmacist with safety to the
public. Respondent shall comply with all the recommendations of the physician if directed by
the board or its designee.

If respendent-is-required-by-the-board-the physician recommends. and the board or its designee
directs. that respondent te-undergo medical treatment, respondent shall, within thirty (30) days
of written notice from the board, submit to the board _or its designee, for prior approval. the

name and qualifications of a licensed physician of respondent’s choice. for-its-prior-approval
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the-name-and-qualifications-of a-physician-of respendent's-choice—Upoen-board approvat-ef-the
treating-physicianrespondent shallundergo-and-continue-medical-reatmentwith that
physician-and-at-respondent's-own-expenseuntil-further-notice from-the-beard—Respondent
shall-have-the-treating-physician-submitwritten-guarterly-reporis-to-the-board-Should
mspendenuepanﬂeawnme#eamemppmeépméemmﬂ
neuﬁy—ihe—bg
nent-physt .u.."‘ respondent's-cholse-to-the board-forits-prorapproval: Wxthln thlm{
30 days of approval thereof, respondent shall submit documentation to the board
demonstrating the commencement of treatment with the approved physician, Should

respondent, for any reason, cease treatment with the approved physician, respondent shall
notify the board immediately and. within thirty (30) days of ceasing treatment, submit the name

of a replacement physician of respondent’s choice to the board or its designee for prior
approval. Within thi 30) days of approval thereof, respondent shall submit documentation to
the board demonstrating the commencement of treatment with the approved replacement,
Failure to comply with any deadline stated by this paragraph shalt be considered a violation of
probation.

Upon approval of the initial or any subsequent physician, respondent shall undergo and
continue treatment with that physician, at respondent's own expense, until the treating physician
recommends in writing to the board. and the board or its designee agrees by way of a wiitten
notification to respondent, that no further treatment is necessary. Upon receipt of such
recommendation from the reating physician, and before determining whether to accept or
reject said recommendation, the board or its designee may require respondent to undergo, at
respondent’s own expense. a medical evaluation by a separate board-appointed or board-
approved physician, If the approved evaluating physician recommends that respondent
continue treatment, the board or its designee may require respondent to continue treatment.

Respondent shall take all necessary steps to ensure that any treating physician submits written
quarterly reports to the board concerning respondent’s fitness to practice. progress in

treatment, and other such information as may be required by the board or its designee.

If at any time an approved evaluating physician or respondent's approved treating physician
determines that respondent is unable to practice safely or independently as a pharmacist, the
evaluating or treating physician shal} notify the board immediately by telephone and follow up b
written letter within three (3) working days. Upon notification from the board or its designee of
this determination, respondent shall be automatically suspended and shall not resume practice
until notified by the board that practice may be resumed.

During suspension, respondent shall not enter any pharmacy area or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or anv other distributor of drugs
which is licensed by the board, or any manufacturer, or where dangerous drugs and devices or
controlled substances are maintained. Respondent shall not practice pharmacy nor do any act
involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient
consultation: nor shall respondent manage. administer, or be a consultant to any licensee of the

board, or have access to or control the ordering, manufacturing or dispensing of dangerous

drugs and controlled substances. Respondent shall not resume practice untif notified by the
board.

During suspension, respondent shall not engage in any activity that requires the professional
iudgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or a designated
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representative for any entity licensed by the board.

Subiect to the above restrictions. respondent may continue to own or hold an interest in any
licensed premises in which he or she holds an interest at the time this decision becomes

effective unless otherwise specified in this order.
Failure to comply with this suspension shall be considered a violation of probation.

{Option [anguage fo be used in addition to standard language)

Option: Uper-Commencing on the effective date of this decision, respondent shall not engage
in the practice of pharmacy until notified in writing by the board of-its-determinatien-that
respondent has been deemed is-medically fit to practice safely and independently, and the
board or its designee approves said recommendation.

During suspension, respondent shall not enter any pharmacy area or any portion of the
licensed premises of a wholesaler, veterinary food-animal drug retailer or any other distributor
of drugs which is licensed by the board, or any manufacturer, or where dangerous drugs and
devices or controlled substances are maintained. Respondent shall not practice pharmacy nor
do any act involving drug selection, selection of stock, manufacturing, compounding, dispensing
or patient consultation; nor shali respondent manage, administer, eror be a consuitant to any
licensee of the board, or have access to or control the ordering, manufacturing or dispensing of
dangerous drugs or controlled substances._Respondent shall not resume practice until notified
by the board.

During suspension, Rrespondent shall not engage in any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or ar-exempteea
designated representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any

| pharmaey-licensed premises in which he or she holds an interest at the time this decision

becomes effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation,
{Option lanquage to be used in addition to standard language)

Option: If recommended by the evaluating physician and approved by the board, respondent
shall be suspended from practicing pharmacy until the treating physician recommends, in
writing, stating the basis therefor, that respondent can safely and independently resume the
practice of a pharmacist, and the board or its desianee approves said recommendation.
Respondent shall not resume practice until notified by the board that practice may be resumed.

During suspension, respondent shall not enter any pharmacy area or any portion of the
licensed premises of a wholesaler, veterinary food-animal drug retailer or any other distributor
of drugs which is licensed by the board, or any manufacturer, or where dangerous drugs and
devices or controlled substances are maintained. Respondent shall not practice pharmacy nor
do any act involving drug selection, selection of stock, manufacturing, compounding, dispensing

| or patient consultation; nor shall respondent manage, administer, eror be a consultant to any

licensee of the board, or have access to or control the ordering, manufacturing or dispensing of
dangerous drugs and controlled substances._Respondent shall not resume practice untif
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notified by the board.

During suspension, Rrespondent shall not engage in any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of

pharmacy. Respondent shali not perform the duties of a pharmacy technician or ar-exempteea
designated representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any
pharmasy-licensed premises in which he or she holds an interest at the time this decision
becomes effective unless otherwise specified in this order.

Eailure to comply with this suspension shall be considered a violation of probation.
%21. Rehabilitation Program—Pharmacists Recovery Program (PRP) (Appropriate for

chemical dependency (alcohol, drugs), or psychiatric disorders (mental illness, emotional
disturbance, gambling)

Within thirty (30) days of the effective date of this decision, respondent shall contact the
Pharmacists Recovery Program_(PRP) for evaluation, and shall immediately thereafter enroll
successfully participate in, and complete the treatment contract and any subsequent
addendums as recommended and provided by the PRP and as approved by the board or its
designee. The costs for PRP participation shall be borne by the respondent.

If respondent is currently enrolied in the PRP, said participation is now mandatory and as of the
effective date of this decision is no longer considered a self-referral under Business and
Professions Code section 43634362(c)(2);-as-of the-effesctive date-of this-decision. Respondent
shall successfully participate in and complete his or her current contract and any subsequent
addendums with the PRP.

Failure to timely contact or enroll in the PRP, or successfully patticipate in and complete the
treatment confract and/or any addendums, shall be considered a violation of probation.

Probation shall be automatically extended until respondent successfully completes-his-or-her
treatment-contract the PRP. Any person terminated from the PRP_program shall be
automatically suspended upen-netice-by the board. Respondent may not resume the practice
of pharmacy until notified by the board in writing.

Any confirmed positive test for alcohol or for any drug not lawfully prescribed by a licensed
practitioner as part of a documented medical treatment shall result in the automatic suspension
of practice by respondent and shall be considered a violation of probation. Respondent may
not resume the practice of pharmacy until notified by the board in writing.

During suspension, respondent shall not enter any pharmacy area or any portion of the
licensed premises of a wholesaler, veterinary food-animal drug retailer or any other distributor
of drugs which is licensed by the board, or any manufacturer, or where dangerous drugs and

devices or controlled substances are maintained. Respondent shall not practice pharmacy nor
do any act involving drug selection, selection of stock, manufacturing, compounding, dispensing

or patient consultation; nor shall respondent manage, administer, or be a consultant to any
licensee of the board, or have access to or control the ordering, manufacturing or dispensing of
dangerous drugs and controlled substances. Respondent shall not resume practice until
notified by the board.
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Buring suspension, respondent shall not engage in any activity that requires the professional
judament of a pharmacist. Respondent shall not direct or control any aspect of the practice of
phermacy. Respondent shall not perform the duties of a pharmacy technician or a designated

representative for any entity licensed by the board.

Subiect to the above restrictions, respondent may continue to own or hold an interest in any
licensed premises in which he or she holds an interest at the time this decision becomes
effective unless otherwise specified in this order,

Failure to comply with this suspension shall be considered a violation of probation.
Respondent shall pay adminisirative fees as invoiced by the PRP or its designee. Fees not

timely paid to the PRP shall constitute a violation for probation. The board will collect unpaid
administrative fees as part of the annual probation monitoring costs if not submitted to the PRP.

(Option language to be used in addition fo standard lanquage)
Option: Respondent shall work in a pharmacy sefting with access to controlled substances for
six (6) consecutive months before successfully completing probation. |f respondent fails to do
50, probation shall be automatically extended untit this condition has been met. Failure to
satisfy this condition within six (6) months beyond the original date of expiration of the term of
probation shall be considered a violation of probation.
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8:22. Random Drug Screening (If PRP provision is required, this term is also to be included to
allow for continued fiuid monitoring by the Board in cases where a respondent successfully
completes the PRP before completion of the probation period; terms is also appropriate for those
cases where the evidence demonstrates that the respondent may have a problem with chemical
dependency (drugs, alcohol) but where the PRP is not required.)

Respondent, at his or her own expense, shall participate in random testing, including but not
limited to biological fluid testing (urine, blood), breathalyzer, hair follicle testing, or a-other drug
screening program approved-as directed by the board_ or ifs designee. The-ength-of-time-shall
be-for-the-Respondent may be required to participate in testing for the entire probation period
and the frequency of testing will be determined by the board or its designee. At all times,
respondent shall fully cooperate with the board or its designee, and shall, when directed, submit
to such tests and samples for the detection of alcohol, narcotics, hypnotics, dangerous drugs or
other controlled substances as the board or its designee may direct. Failure to timely submit to
testing as directed shall eonstitute-be considered a violation of probation. Upon reguest of the
board or its designee, respondent shall provide documentation from a licensed practitioner that
the prescription for a detected drug was legitimately issued and is a necessary part of the
treatment of the respondent. Failure to timely provide such documentation shall be considered
a violation of probation. Any confirmed positive test for alcohol or for any drug not lawfully
prescribed by a ficensed practitioner as part of a documented medical treatment shall be
considered a violation of probation and drug-est-shall result in the immediate-automatic
suspension of practice of pharmacy by respondent. Respondent may not resurne the practice
of pharmacy until notified by the board in writing.

During suspension. respondent shalf not enter any pharmacy area or any portion of the
licensed premises of a wholesaler, veterinary food-animal drug retailer or any other distributor
of drugs which is licensed by the board. or any manufacturer, or where dangerous drugs and
devices or controlled substances are maintained. Respondent shall not practice pharmacy nor
do any act involving drug selection, selection of stock, manufacturing, compounding, dispensing
or patient consultation; nor shali respondent manage, administer, or be a consultant to any
licensee of the board. or have access to or control the ordering, manufacturing or dispensing of
dangerous drugs and controfled substances. Respondent shall not resume practice until
notified by the board.

During suspension. respondent shali not engage in_any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or a designated

representative for any entity ficensed by the board.

Subiject to the above restrictions, respondent may continue to own or hold an interest in any
licensed premises in which he or she holds an interest at the time this decision becomes
effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.

8:23. Abstain from Drugs and Alcohol Use

Respondent shall completely abstain from the possession or use of alcohol, controlled
substances, dangerous drugs and their associated paraphernalia except when the drugs are
lawfully prescribed by a licensed practitioner as part of a documented medical treatment. Upon
request of the board or its designee, respondent shall provide documentation from the licensed

43
Deletions to the regulatory text are indicated by double strike-through, thus: deletedtanguage. Additions to the regulatory
text are indicated by a double underli ne, thus: added fanguage

practitioner that the prescription for the drug was legitimately issued and is a necessary part of

the treatment of the respondent. Respendentshalli-ensure-that-he-or sheis-notinthe same

physicaHecation-as-individuals-whe-are-using-illicit-substances-even-if-respondentis-not

persanally-ingesting-the-drugs-Failure to timely provide such documentation shall be considered
a violation of probation. Respondent shall ensure that he or she is not in the same physical

location as individuals who are using illicit substances even if respondent is not personally
ingesting the drugs. Any possession or use of alcohol, controlied substances, or their

associated paraphernalia not supported by the documentation timely provided, and/or any
physical proximity to persons using illicit substances. shall be considered a violation of
probation.

24,  Prescription Coordination and Monitoring of Prescription Use (Appropriate for

chemical dependency (alcohol, drugs), or psychiatric disorders (mental fliness, emotional
disturbance. gambling)

Within thirty (30) days of the effective date of this decision, respondent shall submit to the
board, for its prior approval, the name and qualifications of a single physician, nurse
practitioner. physician assistant, or psychiatrist of respondent's choice, who shall be aware of
the respondent's history {with the use of alcohol, controlled substances, and/or dangerous
drugs, and/or of mental iliness, and/or of gambling addiction] and who will coordinate and

monitor any prescriptions for respondent for dangerous drugs, controlled substances or mood-
altering drugs. The approved practitioner shall be provided with a copy of the board's

{accusation or petition to revoke probation] and decision. A record of this notification must be
provided to the board upon request. Respondent shall sign a release authorizing the
practitioner to communicate with the board about respondent’s treatment(s). The coordinating
physician, nurse practitioner, physician assistant, or psychiatrist shall report to the board on a
quarterly basis for the duration of probation regarding respondent's compliance with this
condition. If any substances considered addictive have been prescribed, the report shall
identify a proaram for the time limited use of any such substances. The board may require that
the single coordinating physician, nurse practitioner, physician assistant or psychiatrist be a
specialist in addictive medicine. or consult a specialist in addictive medicine. Should
respondent, for any reason, cease supervision by the approved practitioner, respondent shall
notify the board immediately and. within thirty (30) days of ceasing treatment, submit the name
of a replacement physician, nurse practitioner, physician assistant, or psychiatrist of
respondent’s choice to the board or its designee for its prior approval. Failure to timely submit
the selected practitioner or replacement practitioner to the board for approval, or to ensure the
required reporting thereby on the guarterly reporis, shall be considered a violation of probation,

If at any time an approved practitioner determines that respondent is unable to practice safely
of independently as a pharmacist, the practitioner shall notify the board immediately by
telephone and follow up by written letter within three (3) working days. Upon notification from
the board or its designee of this determination, respondent shall be automatically suspended
and shall not resume practice until notified by the board that practice may be resumed.

During suspension, respondent shall not enter any pharmacy area or any portion of the
licensed premises of a wholesaler. veterinary food-animal drug retailer or any other distributor
of drugs which is licensed by the board, or any manufacturer, or where dangerous drugs and
devices or controlled substances are maintained, Respondent shall not practice pharmacy nor
do any act invelving drug selection, selection of stock. manufactyring, compounding, dispensing
or patient consultation; nor shall respondent manage, administer, or be a consultant to any

licensee of the board, or have access to or control the ordering. manufacturing or dispensing of

44
Deletions to the re gulatory text are indicated by double strike-through, thus: deleted-langusge. Additions t o the regulatory
text are indicated by a double underli ne, thus: added language



http:usiAj:rimGil-sblbstal1GeS-9Vefl-if..respoAlient..Js

dangerous drugs and controfied substances. Respondent shall not resume practice until
notified by the board.

During suspension, respondent shall not engage in any activity that requires the professional
judament of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or a designated

representative for any entity licensed by the board.

Subject to the above restrictions, respondent may continue to own or hoid an interest in any
licensed premises in which he or she holds an interest at the time this decision becomes
effective unless otherwise specified in this order,

Failure to comply with this suspension shall be considered a violation of probation.

40.25. Community Services Program

Within sixty (60} days of the effective date of this decision, respondent shall submit to the board
or its designes, for its-prior approval, a community service program in which respondent shall
provide free health-care related services on a regular basis to a community or charitable facility
or agency for at least hours per for the first of probation._Within

thirty {(30) days of board approval thereof, respondent shall submit documentation tg the board

demonstrating commencement of the community service program. A record of this notification
must be pravided to the board upon request. Respondent shall report on progress with the
community service program in the quarterly reports. Failure to timely submit. commerice, or
comply with the program shall be considered a violation of probation.

44.26. Restitution (ForPhamacist-and-Premises)— (Appropriate in cases of drug diversion, thett,
fraudulent billing, or patient harm resulting from negligence or incompetence.)

Within days of the effective date of this decision, respondent shall pay restitution to
in the amount of $ ._Failure to make restitution by this deadline shall be

considered a violation of probation.

42.27. Remedial Education

Within [thirty (30), sixty (60), ninety (90)] days of the effective date of this decision, respondent
shall submit to the board or its designee, for is-prior approval, an appropriate program of
remedial education related to [the grounds for discipline]. The program of remedial education
shall consist of at least hours, which shall be completed within ______ months/year
at respondent's own expense. Ihe—peneéef—prebatmn—shalLbee;éended—uﬂtuLsueh remedaal
education-is-suscessfully-com

provided-to-the-beard--All remedial education shall be in addition to, and shall not be credited
toward, continuing education (CE) courses used for license renewal purposes.

Failure to timely subm;t or complete the approved remedlal education-as-setforth-hereinabove
is-groundsfo shall be considered a violation of
probation._The period of probation will be automaticaily extended until such remedial education
is successfully completed and written proof, in a form acceptable to the board, is provided to
the board or its designee.
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Following the completion of each course, the board may-administer-or its designee may require
the respondent, at his or her own expense, to take an approved an-examination to test the
respondent's knowledge of the course._If the respondent does not achieve a passing score on
the examination, this failure shall be considered a violation of probation. Any such examination
failure shall require respondent to take another course approved by the board in the same
subiect area.

Option: Respondent shall be restricted from the practice of [areas where a serious deficiency
has been identified] until the remedial education program has been successfully completed.

28.  Pharmacy Self-A ment Mechanism

Within the first vear of probation, respondent shall complete the Pharmacist Self-Assessment
Mechanism (PSAM) examination provided by the National Association of Boards of Pharmacy
{NABP). Respondent shall submit a record of completion to the board demonstrating he/she
has completed this examination. Respondent shall bear all costs for the examination.
Continuing education hours received for this examination shall not be used as part of the
required continuing education hours for renewal purposes.

Failure to timely complete the PSAM or submit documentation thereof shall be considered a
violation of probation.

" Option A: Respondent shall waive any rights to confidentiality and provide examination results

to the board or its designee.

Option B: (This term must be accompanied by the “Remedial Educaticn” term. [Include/Modify
Remedial Education Term to Conform}.) Respondent shall waive any rights to confidentiality
and provide examination results 1o the board or its designee, Based on the results of the
examination, the board shall determine which courses are appropriate for remedial education.

43.28. Pharmaecy-Intern Pharmacist Experience (ForinternPharmaeclst)

Within ninety (90) days of the effective date of this decision, respondent shall submit to the
board or its designee. for its-prior approval, a pharmacy intern training program consisting of

hours_to be served as an intern pharmacist in a community -and/or institutional
pharmacy as directed. Respondent shall successfully complete the intern hours within the first
year of probation and shall_by no later than one (1) year from the effective date of this decision
submlta—?hapmaey-h;&em—éxpeneaee%dawt—and—?harmaey—lmemﬁo idavit—signed
by a-currently-licensed-pharmascistn ith-the-beard_proof satisfactory to the
board of completion of this experience signed under penalty of perjury by both the respondent
and supervising pharmacist. Failure to timely complete or document the required intern
expetience shall be considered a violation of probation.

44.30. Supervised Practice

During the period of probation, rRespondent shall practice only under the supervision of a
licensed pharmacist not on probation with the board. Upon and after the effective date of this
decision, rRespondent shall not practice pharmacy and his or her license shall be automatically
suspended until the-a supervisor is approved by the board or its designee. The supervision
shall be, as required by the board or its designee, either:
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Continuous — At feast 75% te-100%-of a work week

Substantial - At least 50% of a work week

Partial - At least 25% of a work week

Daily Review - Supervisor's review of probationer's daily activities within 24 hours

Within thirty (30) days of the effective date of this decision, respondent shall have his or her
supervisor submit notification to the board in writing stating that the supervisor has read the
decision in case number and is familiar with the required level of supervision as
determined by the board or its designee._it shall be the respondent's responsibility to ensure
that his or her employer(s). pharmacist-in-charge and/or supervisor(s) submit timely
acknowledgement(s) to the board. Failure to cause the direct supervisor and the pharmacist-in-
charge to submit timely acknowledgements to the board shall be considered a violation of

probation.

If respondent changes employment, it shall be the respondent's responsibility to ensure that his

or_her employer(s), pharmacist-in-charge and/or supervisor(s) submit timely

acknowledgement(s) to the board. rRespondent shall have his or her new supervisor, within

fifteen (15) days after employment commences, submit notification to the board in writing

stating the direct supervisor and pharmacist-in-charge have read the decision in case number
and is familiar with the leve! of supervision as determined by the board.

Respondent shall not practice pharmacy and his or her license shall be automatically

suspended untif the board or its designee approves a new supervisor. Failure fo cause the
direct supervisor and the pharmacist-in-charge to submit timely acknowledgements to the board

shali be considered a violation of probation.

Within ten (10); days of leaving employment, respondent shall notify the board in writing.

During suspension, respondent shall not enter any pharmacy area or any portion of the
licensed premises of a wholesaler, veterinary food-animal drug retailer or any other distributor
of drugs which is licensed by the board. or any manufacturer, or where dangerous drugs and
devices or controlled substances are maintained. Respondent shall not practice pharmacy nor

do any act involving drug selection, selection of stock, manufacturing, compounding, dispensing
or patient consultation; nor shall respondent manage, administer, or be a consultant o any

licensee of the board. or have access to or control the ordering, manufacturing or dispensing of

dangerous drugs and controlied substances. Respondent shail not resume practice until
notified by the board,

During suspension, respondent shall not engage in any activity that requires the professional
judgment of a pharmacist. Respondent shall not direct or control any aspect of the practice of
pharmacy. Respondent shall not perform the duties of a pharmacy technician or a designated

representative for any entity ficensed by the board.

Subiect to the above restrictions, respondent may confinue to own or hold an interest in any
licensed premises in which he or she holds an interest at the time this decision becomes

effective unless otherwise specified in this order.
Failure to comply with this suspension shall be considered a violation of probation.

45.31. No Supervision of Ancillary Personnel

During the period of probation, Rrespondent shall not supervise any ancillary personnel,
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including, but not limited to, registered-pharmacy technicians or-exemptees designated
representatives; ofin any entity licensed by the board.

Failure to comply with this provision shall be considered a violation of probation.
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46:32. No Ownership of Licensed Premises

Respondent shall not own, have any legal or beneficial interest in, or serve as a manager,
administrator, member, officer, director, trustee, associate, or partner of any business, firm,
partnership, or corporation currently or hereinafter licensed by the board. Respondent shall sell
or transfer any legal or beneficial interest in any entity licensed by the board within ninety (90)
days following the effective date of this decision and shall immediately thereafter provide written
proof thereof to the board._Eailure o timely divest any legal or beneficial interesi(s) or provide
documentation thereof shali be considered a violation of probation.

Option: Respondent shall not acquire any new ownership, legal or beneficial interest nor serve
as a manager, administrator, member, officer, director, trustee, associate, or partner of any
additional business, firm, partnership, or corporation licensed by the board. If respondent
currently owns or has any legal or beneficial interest in, or serves as a manager, administrator,
member, officer, director, trustee, associate, or partner of any business, firm, partnership, or
corporation currently or hereinafter licensed by the board, respondent may continue to serve in
such capacity or hold that interest, but only to the extent of that position or interest as of the
effective date of this decision._Violation of this restriction shall be considered a violation of

probation,
47%33. Separate File of Records (For pharmacist owners and pharmacists-in-charge)
Respondent shall maintain and make available for inspection a separate file of all records

pertaining to the acquisition or disposition of all controlled substances._Failure fo maintain such
filte or make it available for inspection shall be considered a violation of probation.

418:34. Report of Controlled Substances (For pharmacist owners and pharmacists-in-charge)

Respondent shall submit quarterly reports to the board detailing the total acquisition and
disposition of such controlled substances as the board may direct. Respondent shall specify
the manner of disposition (e.g., by prescription, due to burglary, etc.) or acquisition (e.g., from a
manufacturer, from another retailer, etc.) of such controlled substances. Respondent shall
report on a quarterly basis or as directed by the board. The report shall be delivered or mailed
to the board no later than ten (10) days following the end of the reporting period._Failure to

timely prepare or submit such reports shall be considered a violation of probation.

49.35. No Access to Controlled Substances

During the period of probation and as directed by the board or its designee. Rrespondent shall
not order, possess, dispense or otherwise have access to any controlled substance(s) in
Schedule [1, 1, IV or V (Health and Safety Code sections 11055-11058 inclusive). Respondent
shall not order, receive or retain any iriplicate-security prescription forms._Failure to comply
with this restriction shall be considered a violation of probation.

20-36, Criminal Probafion/Parole Reports

Respondent shall provide a copy of the conditions of any criminal probation/parole to the board,
in writing, within ten (10) days of the issuance or modification of those conditions. Respondent
shall provide the name of his or her probation/parole officer to the board, in writing, within ten
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{10} days after that officer is designated or a replacement for that officer is designated.
Respondent shall provide a copy of all criminal probation/parole reports to the board within ten
(10) days after respondent receives a copy of such a report._Failure to timely make any of the
submissions required hereby shall be considered a violation of probation.

24:37. Consultant for Owner or Phamacist-iin-Charge

(Option #1 for pharmacist owners - primarily intended for appropriate cases where the
respondent is the sole owner and pharmacist-in-charge of his or her own pharmacy, the
standard language should be used in most cases.)

Durmg the gerlod of probation, Rrespondent shall not supervise any intern pharmacist,-perform

or serve as a consultant fo any entity licensed by the board.
Respondent may be a pharmacist-in-charge. However, if during the period of probation
respondent serves as a pharmacist-in-charge, respondent shall retain an independent
consultant at his or her own expense who shall be responsible for reviewing pharmacy
operations on a [monthly/quarterly] basis for compliance by respondent with state and federal
laws and regulations governing the practice of pharmacy and for compliance by respondent
with the obligations of a pharmacist-in-charge. The consultant shall be a pharmacist licensed
by and not on probation with the board and whose name shall be submitted to the board_or its
designee, for #ts-prior approval, within thirty (30) days of the effective date of this decision.
Respondent shall not be a pharmacist-in-charge at more than one pharmacy or at any
pharmacy of which he or she is not the sole owner._Failure to timely retain, seek approval of, or
ensure fimely reporting by the consultant shall be considered a violation of probation.

(Option #2 - appropriate for pharmacists who are not pharmacy owners, but who wish,
because of their current employment, to remain as the pharmacist-in-charge, and have
provided ¢ ntation-documented mitigating evidence to warrant this option.)

During the period of probation, Rrespondent shall not supervise any intern pharmacist, perform
the-duties-ef-a-p pter-or serve as a consultant to any entity licensed by the board. [n the
event that the respondent is currently the pharmacist-in-charge of a pharmacy, the pharmacy
shall retain an independent consultant at its own expense who shall be responsible for
reviewing pharmacy operations on a [monthly/quarterly] basis for compliance by respondent
with state and federal laws and regulations governing the practice of pharmacy and for
compliance by respondent with the obligations of a pharmacist-in-charge. The consultant shall
be a pharmacist licensed by and not on probation with the board and whose name shall be
submitted to the board or its designee. for its-prior approval, wWithin thirty (30} days of the
effective date of this decision. Respondent shall not be a pharmacist-in-charge at more than
one pharmacy or at any pharmacy of which he or she is not the current PIC. The board may, in
case of an employment change by respondent or for other reasons as deemed appropriate by
the board_or its designee, preclude the respondent from acting as a pharmacist-in-charge.
Failure to timely retain, segk approval of, or ensure timely reporting by the consultant shall be
considered a violation of probation.

22:38. Tolling of Suspension

During the period of suspension, respondent shall not leave California for any period exceeding

fen (10) days, regardless of purpose (including vacation). Any such absence in excess of the

(10) days during suspension shall be considered a violation of probation. Moreover, any

absence from California during the period of suspension exceeding ten (10) days shall toll the
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suspension. i.e., the suspension shall be extended by one day for each day over ten (10) days

respondent is absent from California. During any such period of tolling of suspension
respondent must nonetheless comply with all terms and conditions of probation.

Respondent must notify the board in writing within ten (10} days of departure, and must further
notify the board in writing within ten (10) days of return. The failure to provide such
notification(s) shall constitute a violation of probation. Upon such departure and return
respondent shall not resume the practice of pharmacy until notified by the board that the period
of suspension _has been satisfactorily completed.
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39.  Surrender of DEA Permit
Within thirty (30) days of the effective date of this decision, respondent shall surrender his or.

her federal Drug Enforcement Administration (DEA) permit to the DEA, for cancellation.
Respondent shall provide documentary proof of such cancellation to the board or its designes.
Respondent is prohibited from prescribing untif the board has received satisfactory proof of
cancellation. Thereafter, respondent shall not apply/reapply for a DEA reglstratlon number
without the prior written consent of the board or its designes.

Option: Respondent may obtain a DEA permit restricted to Schedule(s) controlled
substance(s).

Option: Respondent shall not order, receive, or retain any federal order forms, inciuding 222
forms, for controlled substances.

40.  Ethics Course

Within sixty (60) calendar days of the effective date of this decision. respondent shall enroll in a

course in ethics. at respondent’s expense, approved in advance by the board or its designee.
Failure to initiate the course during the first year of probation, and complete it within the second

year of probation, is a violation of probation.

Respondent shall submit a certificate of completion to the board or its designee within five days
after completing the course.
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PHARMACY TECHNICIAN

The board files cases against pharmacy technicians where the violation(s) involve significant
misconduct on the part of the licensee. The board believes that revocation is typically the
appropriate penalty when grounds for discipline are found to exist. Grounds for discipline
include, but are not limited to the following violation(s) of law(s) involving:

Possession of dangerous drugs and/or controlled substances

Use of dangerous drugs and/or confrolled substances

Possession for sale of dangerous drugs and/or controlled substances
Personal misuse of drugs or alcohol

If revocation is not imposed, the board recommends a minimum ef-a-Category Il level of
discipline be imposed on the pharmacy technician. This would include suspension and
probation.

In addition, a pharmacy technician would be required to obtain certification frem-the-Pharmacy
Technician-Gerification-Board-(RTCRB)as defined by Business and Professions Code section
4202(a)(4) prior to resuming work as a pharmacy technician. The board believes that
certification prior to resuming work is always warranted in cases where a pharmacy technician

| registration-license is disciplined but not revoked.

Pharmacy technicians are issued a registrationslicense based on minimal education, -ertraining
requirements_or cettification. No examination is required for issuance of the registration.
Pharmacy technicians are not independent practitioners and must work under the supervision
of a pharmacist. To place a pharmacy technician on probation places an additional burden on
the pharmacist (who may or may not be on probation) to ensure that the respondent pharmacy
technician complies with the terms and conditions of his or her probation.

TERMS OF PROBATION —~ PHARMACY TECHNICIAN

A minimum three-year probation period has been established by the board as appropriate in
most cases where probation is imposed. A minimum five-year probation period has been
established by the board as appropriate where self-administration or diversion of controlled
substances is involved. Terms and conditions are imposed to provide consumer protection and
to allow the probationer to demonstrate rehabilitation. A suspension period may also be
required as part of the probation order. The board prefers that any stayed order be for
revocation rather than for some period of suspension.

Probation conditions are divided into two categories: (1) standard conditions that shall appear in
all-all probation cases, and (2) optional conditions that depend on the nature and circumstances
of a particular case. These conditions may vary depending on the nature of the offense(s).

The board may also impose any other condition appropriate to the case where the condition is
not contrary to public policy.
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CATEGORY OF VIOLATIONS AND RECOMMENDED PENALTIES

CATEGORY il - Penalty
Minimum: Revocation; Revocation stayed, 90 days actual suspension, three years
probation. All standard terms and conditions shall be included and optional
terms and conditions as appropriate.
Maximum: Revocation

Applies to all applicable statutes and regulations

MODEL DISCIPLINARY LANGUAGE — PHARMACY TECHNICIAN

The following standardized language shall be used in every decision where the order of
condition is imposed.

Revocation—-Single Cause

Pharmacy Ftechnician registration-license number , issued to respondent

is revoked. Respondent shall relinquish his or her peskettechnician regisitation
license to the board within ten (10) days of the effective date of this decision. Respondent may
not reapply or petition the board for reinstatement of his or her revoked technician registration
license for three {3) years from the effective date of this decision.

A condition of reinstatement shall be that the respondent is certified as defined in Business and
Professions Code section 4202(a){4)by-the-RPharmacy-Technician-Cerlification-Board-(RTCB)
and provides satisfactory proof of certification to the board.

Respondent shall pay to the board its costs of investigation and prosecution in the amount of
$ within fifteen (15) days of the effective date of this decision.

Option: As a condition precedent to Upen-reinstatement of his or her revoked technician

registration-license respondent shall reimburse the board for its costs of investigation and

prosecution in the amount of $ _and-sSald amount shall be paid in full prior to the
reapplication or reinstatement of his or her revoked techmcnan license, unless otherwise

ordered by the board -ef—hl&er—her—teehms&an—iﬂegx a—lf-theresp ntfalls-to-pay-the
amount opamnna his or-hortechnici rogistration ehall maint ked.

Reveeation—Multiple-Causes

Techniclanregistration-number——— issued-1of jent is rovoked
pu%sua%e@etemna&ea@ﬂssues———sepamtel%&nd%geﬁw%pendemmu
relinquish-his-or-her-pascke

date-of this-decision-Respondent- may-net-petition-the-board-forreinstatement-of-his-or-her
revoked-technician-registration-for-three years-from-the-effective date-of-this-decision—A
esndmgnemnstatemnﬁhawah%eﬁspeﬂdemmmwmaeﬁeehm%n
Gertifisation-B: d d
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Respendent-shall pay-to-the-beard its-costs-of investigation-and-prosecution-in-the-amount-of
3 ithi £1 ffactive.d £ thic decision.

Option:-Upon-reinstatement-of-his-or-her-technician-regisirationrespondent-shall-reimburse
the-board fnr e onetc-of ‘n 41, 11 and. :ﬁnn in ﬂ«a SFcU ml n( Q and. "ald

g +-and-pr +and-s:
ameunt-shall-be-paid-in-ful er-technicianregistration—ifthe

priorte-the reinstatement of-his-arh
mspendea&fa&eﬁaﬂheﬁm@&n&sp%ﬂeé—hﬁepheﬂe&mms&mtm%hakem&n

Suspension-Single-Cause

As part of probation, Technisianregistratien-number—————-issuede-respondent

is suspended_from working as a pharmacy technician for for-a-peried-of
beginning the effective date of this decision.

During suspension, respondent shall not enter any pharmacy area or any portion of or any other
board licensed premises (wholesaler. veterinary food-animal drug retailer or any other
distributor of drugs) any drug manufacturer, or any other location where dangerous drugs and
devices or controlled substances are maintained. Respondent shall not do any act involving
drug selection, selection of stock, manufacturing, compounding or dispensing; nor shall
respondent manage, administer, or assist any licensee of the board. Respondent shall not
have access to or contro! the ordering, manufacturing or dispensing of dangerous drugs and
devices or controlled substances.

Respondent shall not direct, control or perform any aspect of the practice of pharmacy. Subject
to the above restrictions, respondent may continue to own or hold an interest in any licensed
premises in which he or she holds an interest at the time this decision becomes effective unless

otherwise specified in this order,

Failure to comply with this suspension shall be considered a violation of probation.
Suspension—NMultiple-Causes

Technicianreg ion-number issued-to-f nﬂsrsuspended-ier—a—pened

ef-————pursuant—te«Deteﬁmmﬂ*m"n“mm ~Separaiely-and-together-
A is-suspended m e—dut{esreﬁa

,.!‘,... "-," !‘..: I“. for b a', ning-the c-ffeshveéateef-tm&des;slen-

Standard Stay/Probation Order

Pharmacy Fechnician registration-license number issuedto—
is revoked; however; the revocation is stayed and respondent is placed on probation for
years upon the foilowing terms and conditions:

Issuance of Probationary License (In cases where a Statement of Issues has been filed.)

Upon satisfaction of all statutory and regulatory requirements for issuance of a license, a
license shall be issued to respondent and immediately revoked: the order of revocation is

stayed and respondent is placed on probation for years upon the following terms and
conditions:
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Surrender

Respondent surrenders pharmacy technician registration-license number as of
the effective date of this decision. Respondent shall relinquish his or her pecket-pharmacy
technician registration-license to the board within ten (10) days of the effective date of this
decision.

The surrender of respondent's ficense and the acceptance of the surrendered license by the
board shall constitute the imposition of discipline against respondent. This decision constitutes

a record of discipline and shall become a part of respondent's license history with the board.

Respondent understands and agrees that if he or she ever files an application for licensure or a
petition for reinstatement in the State of Califorpia, the board shall treat it as a new application

for ficensure,

Respondent may not reapply for any license, permit, or technician-registration ef-from the board
for three (3) years from the effective date of this decision. Respondent stipulates that should
respendent-he or she apply for any technisian+egistration-license from the board on or after the
effective date of this decision, all allegations set forth in the [accusation or petition to revoke
probation] shall be deemed to be true, correct and admitted by respondent when the board
determines whether to grant or deny the application. Respondent shall satisfy all requirements
applicable to that license as of the date the application is submitted to the board, including, but

not limited to certification by a nationally recognized body prior to the issuance of a new license.

Respondent is required to report this surrender as disciplinary action.
5 n o > " o

R ndent-shall-meetall-requirement; licable-to-that-teshni
the-application-is-submitted-to-the-board i ;
recognized-body-prior-{e-the-issuance-of a-newregistration:

Respondent further stipulates that he or she shall reimburse the board for its costs of
investigation and prosecution in the amount of § within days of the
effective date of this decision.
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Option: Respondent stipulates that should he or she apply for any iechnician-registration
license from the board on or after the effective date of this decision, -thatinvestigation and
prosecution costs in the amount of $ shall be paid to the board prior to issuance

of the-technicianregistratien license.
Publie Reprimand

It is hereby ordered that a public reprimand be issued against pharmacy technician license,
._Respondent is required to report this reprimand as a disciplinary action.

Adoption of Stipulation

It is understood by respondent that, in deciding whether to adopt this stipulation, the board may
receive oral and written communication from its staff and the Aiterney-General's-Office_of the
Attorney General. Communications pursuant to this paragraph shail not disqualify the board or
other persons from future participation in this or any other matter affecting respondent. [n the
event this settlement is not adopted by the board, the stipulation will not become effective and
may not be used for any purpose, except this paragraph, which shail remain in effect.
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STANDARD CONDITIONS — To be included in all probation decisions/orders.
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STANDARD CONDITIONS: TO BE INCLUDED IN ALL PROBATIONS

1.1. _ Certification Prior to Resuming Work

Respondent shall be automatically suspended from working as a pharmacy technician until he
or she is certified by-the-Pharmaey-Technician-Cerlification-Board-{(RTGB)as defined by

Business and Professions Code section 4202(a)(4)} and provides satisfactory proof of
certification to the board._Respondent shall not resume working as a pharmacy technician until
notified by the board. Failure to achieve certification within one (1} year shall be considered a
violation of probation. Respondent shall not resume working as a pharmacy technician until
nofified by the board.

During suspension, respondent shall not enter any pharmacy area or any portion of any other
board the-licensed premises efa-(wholesaler, veterinary food-animal drug retailer or any other
distributor of drugs) which-is-licensed-by-the-beard,-er-any drug manufacturer, or any other
location where dangerous drugs and devices or controlled substances are maintained.
Respondent shall not do any act involving drug selection, selection of stock, manufacturing,
compounding or dispensing; nor shall respondent manage, administer, erbe-a-consuitant-te-or
assist any licensee of the board;, Respondent shall not er-have access to or contro! the
ordering, manufacturing or dispensing of dangerous drugs and devices or controlled
substances._Respondent shali not resume work until notified by the board.

Subject to the above restrictions, respondent may continue to own or hold an interest in any
entity-icensed premises by the board in which he or she holds an interest at the time this
decision becomes effective unless otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation,
2.2. _Obey All Laws

Respondent shall obey all state and federal laws and regulations-substantialiy-related-to-or
governi

Respondent shall report any of the following occurrences to the board, in writing, within
seventy-two (72) hours of such gccurrence:
= __an arrest or issuance of a criminal complaint for violation of any provision of the
Pharmacy Law, state and federal food and drug laws, or state and federal controlled
substances laws
= __a plea of quilty or nolo contendre in any state or federal criminal proceeding to any
criminal complaint, information or indictment
*__a conviction of any crime
= __discipline, citation, or other administrative action filed by any state or federal agency
which involves respondent’s license or which is related to the practice of
pharmacy or the manufacturing, obtaining. handling, distributing, billing, or charging for
any drug, device or controlled substance.

Failure to timely report any such occurrence shall be considered a violation of probation.

3:3.__Reporting to the Board

Respondent shall report to the board quarterly, on a schedule as directed by the board or its
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designee. The report shall be made either in person or in writing, as directed. Among other
requirements, Rrespondent shall state in each report under penalty of perjury whether there has
been compliance with all the terms and conditions of probation. Failure to submit timely reports
in_a form as directed shall be considered a violation of probation. Any period(s) of delinquency
in submission of reports as directed may be added to the total period of probation. Moreover, Hf
the final probation report is not made as directed, probation shall be automatically extended
automatically-until such time as the final report is made and accepted by the board.

4.4. _Interview with the Board

Upon receipt of reasonable prior notice, respondent shall appear in person for interviews with
the board or its desidnee, upon-reguest-at varisus-such intervals and at-a-locations as are to-be
determined by the board_or its designee. Failure to appear for apy scheduled interview without
prior notification to board staff, or failure to appear at ftwo (2) or more scheduled interviews with
the board or its designee during the period of probation, shall be considered a violation of
probation.

5:5. _Cooperatione with Board Staff
Respondent shall cooperate with the board's inspectionat program and in-with the board's
monitoring and investigation of respondent's compliance with the terms and conditions of his or
her probation. Failure o eomply-cooperate shall be considered a violation of probation.
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6:8. _Notice to Employers
Buring the period of probation, Rrespondent shall notify all present and prospective employers
of the decision in case number and the terms, conditions and restrictions imposed on
respondent by the decision_as follows:-

Within thirty (30) days of the effective date of this decision, and within fifteen (15} days of
respondent undertaking any new employment, respondent shall cause his or her direct
supervisor, pharmacist-in-charge (including each new pharmacist-in-charge employed during
respondent's tenure of employment} and owner employer-to report to the board in writing
acknowledging_that the listed individual(s} has/have employerhas-read the decision in case
number and the terms and conditions imposed thereby. It shall be respondent’s
responsibility to ensure that his or her employer(s) andfor supervisor(s} submit timel
acknowledgement(s) to the board.

If respondent works for or is employed by or through a pharmacy employment service,
respondent must notify the-his or her direct supervisor. pharmacist-in-charge and/er owner at
every pharmacy of the terms and conditions of the decision in case number in
advance of the respondent commencing work at each pharmacy._A record of this notification

must be provided to the board upon request.

Furthermore, within thirty (30) days of the effective date of this decision, and within fifteen (15)
days of respondent undertaking any new employment by or through a pharmacy employment
service, respondent shall cause his or her direct supervisor with the pharmacy employment
service to report to the board in writing acknowledaing that he or she has read the decision in
case number and the terms and conditions imposed thereby. it shall be respondent's
responsibility to ensure that his or her emplover(s) and/or supervisor(s) submit timely
acknowledgmenti(s) to the board.

Failure to timely notify present or prospective employer(s) or to cause that/those employer(s) to
submit timely acknowledgements fo the board shall be considered a violation of probation.

“Employment" within the meaning of this provision shall include any full-time, part-time,
temporary or relief service or pharmacy management service as a pharmacy technician_or
in any position for which a pharmacy technician license is a requirement or criterion for
employment, whether the respondent is considered an employee, erindependent contractor
or volunteer.

#:7.___Reimbursement of Board Costs

As a condition precedent to successful completion of probation. Rrespondent shall pay to the
board its costs of investigation and prosecution in the amount of $ . Respondent

shall make said payments as follows: ._There shall be no deviation from this

schedule absent prior written approval by the board or its designee. Failure to pay costs by the
deadline(s) as directed shall be considered a violation of probation,

The filing of bankruptcy by respondent shall not relieve respondent of his or her responsibility to
reimburse the board its costs of investigation and prosecution.
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8:8. _Probation Monitoring Costs

Respondent shall pay the-any costs associated with probation monitoring as determined by the
board each and every year of probation. Such costs shall be payable to the board-ai-the-end of

each-year-of-probatien on a schedule as directed by the board or its designee. Failure to pay
such costs by the deadline(s) as directed shall be considered a violation of probation.

8.9. Status of License

Respondent shall, at all times while on probation, maintain an active, current pharmacy
technician registration/certification-license with the board, including any period during which
suspension or probation is tolled._Failure to maintain an active, current license shall be

considered a violation of probation.

If respondent's pharmacy technician registration/eertification-license expires or is cancelled by
operation of law or otherwise_at any time during the period of probation, including any

extensions thereof due to tolling or otherwise, upon renewal or reapplication; respondent's
license shall be subject to all terms and conditions of this probation not previously satisfied.

10. _License Surrender While on Probation/Suspension

Following the effective date of this decision, should respondent cease work due io retirement or
health, or be otherwise unable to satisfy the terms and conditions of probation, respondent ma
tender his or her pharmacy technician ficense to the board for surrender. The board or its
designee shall have the discretion whether to grant the request for surrender or take any other
action it deems appropriate and reasonable. Upon formal acceptance of the surrender of the
license, respondent wili no longer be subject to the terms and conditions of probation. This
surrender constitutes a record of discipline and shall become a part of the respondent’s license
history with the board.

Upon acceptance of the surrender, respondent shall relinguish his or her pharmacy technician

license to the board within ten (10) days of notification by the board that the surrender is

accepted. Respondent may not reapply for any license, permit, or registration from the board

for three (3) vears from the effective date of the surrender. Respondent shail meet all

requirements applicable to the license sought as of the date the application for that license is

submitted to the board.

Empleyment/Mailing

40:11. Notification of a Change in Name, Residence Address,
Address or EmploymentChange

Respondent shall notify the board in writing within ten (10} days of any change of employment.
Said notification shall include the reasons for leaving,-and/er the address of the new employer,
the name of the supervisor erand owner, and the work schedule; if known. Respondent shall
further notify the board in writing within ten (10) days of a change in name, residence address
and mailing address, or phone number.

Failure to timely notify the board of any change in emplover(s), name(s), address(es), or phone

number(s) shall be considered a violation of probation.
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44:12. Tolling of Probation

Except during periods of suspension, respondent shall, at all times while on probation, be
employed as a pharmacy technician in California for a minimum of hours per

calendar month. Any month during which this minimum is not met shall tolf the period of
probation, i.e., the period of probation shall be extended by one month for each month during
which this minimum is not met. During any such period of tolling of probation. respondent must
nonetheless comply with all terms and conditions of probation.

ess-than———hours-per-menth-asa

2! Should respondent, regardless of residency, for any reason
( ncludmg vacaﬂon) cease pfaehsmg-workmg asa pharmacy technician e~an-exemptee-for a
minimum of hours per calendar month in California, respondent must notify the
board in writing within ten (10} days of cessation of prastise-work and must further notify the

oard in writing within ten (10) days of erthe resumption of the-prastice work. Such-perieds-of
ion-of-the-probation-peried: Any failure to provide such

notification(s) shall be considered a violation of probation.

Py /i

It is a violation of probation for respondent's probation to remain tolled pursuant to the

provisions of this condition for a total period, counting consecutive and non-consecutive
months, exceeding-three-conseeutive-years thirty-six (36) months.

"Cessation of practicework” means any peried-of time-exceeding-30-days-calendar
month during irwhich respondent is not engaged-in-the-practice-of-working for at least
hours as a pharmacy technician, as defined in sestiof——rr——of-the
Business and Professions Code _section 4115._“Resumption of work” means any
calendar month during which respondent is working as a pharmacy technician for at

least hours as a pharmacy technician as defined by Business and Professions
Code section 4115.

12:13. Violation of Probation

If a respondent has not complied with any term or condition of probation, the board shalt have
continuing jurisdiction over respondent, and probation shall automatically be extended, until all
ferms and conditions have been satisfied or the board has taken other action as deemed
appropriate to treat the failure to comply as a violation of probation, to terminate probation, and

ta impose the penalty that was stayed.

If respondent violates probation in any respect, the board, after giving respondent notice
and an opportunity to be heard, may revoke probation and carry out the disciplinary order whish
that was stayed._Notice and opportunity to be heard are not required for those provisions
stating that a violation thereof may lead to automatic termination of the stay and/or revocation
of the license. If a petition to revoke probation or an accusation is filed against respondent
during probation, the board shall have continuing jurisdiction, and the period of probation shall
be automatically extended; until the petition to revoke probation or accusation is heard and
decided.

terms—andmndstuons—have-beeﬂsatesﬂed—er—thebeard—haﬂakem@her—aeﬁen as-deemed
appropriate-to-treat-the failure-to-comply-as-a-violation-of-probation -te-terminate probation,and
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to-impese-the-penalty which-was-stayed:
43:14. Completion of Probation

Upon written notice by the board indicating successful completion of probation, respondent's
pharmacy technician registration-license will be fully restored.

Following-the-eff 41 date-of- this-dagisi should-¢ dent i due-t ratf"— 4
¥ v 0 SPORGERT S€-practt FHEF

er—heal&—epbeeﬁemmu%b%saﬁs%e%em&aﬁé@m@k@m@ipmbaﬂm%sméem
may-tenderhis-or-herlicense-to-the-board-for-surrender—The-board-shall- have the discretion
whetherto-grant-the-request-for-surrender-or-take-any-other-action-it-deems-appropriate-and
reasonable—Upon-formal-a tance-of the-surrender-of-the-license-respondent-willnolonger
be—sub;est—te—the—tepm&and—eenéﬁaen&ei—pmbaﬂen—

OPTIONAL CONDITIONS OF PROBATION

4Actual- Suspension
As nart-of bt Fot $.ic.o1 dadfrom-tho dutics-of a-oh 3
As-part-of-pr ndent-i pen frorm-the-duties-of a-pharmacy
{echnisian-for beginning the-effective-date-of this-decision:
Buring-suspensionrespondent shall-not-enter-any-pharmacy-area-orany portion-of-the
li d-pr of a-wholesaler,-v aw-ieed—ammal—dmgwtmler—e%nyother—@stnbuteF

thian{» io. Mma above. ic P d td may tinoa o ey e bhald om int TN
restriclions-respondent-may-contir Wi-0-h n-inter
any—en!aty—hee Ids-an-interast-at the-time-this-desision

nsed-by the board-in-which-he-or she-hel
besomes-effective-unless-otherwise-speeified-in-this-erder-
——Qunn@mmpenaen—espendeﬁ%sh&#n@%pe#eﬂ&an%eﬁheduﬁessﬂ&pha{ma@y
chrician-as-pro

2:15. No Ownership of Licensed Premises
Respondent shall not own, have any legal or beneficial interest in, or serve as a manager,
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administrator, member, officer, director, frustee. associate, or partner of any business, firm,
partnership, or corporation currently or hereinafter licensed by the board. Respondent shall sell
or transfer any legal or beneficial interest in any entity licensed by the board within ninety (90)
days following the effective date of this decision and shall immediately thereafter provide written

proof thereof to the board._Failure fo timely divest any legal or beneficial interesi(s) or provide

documentation thereof shall be considered a violation of probation.

Option: Respondent shall not acquire any new ownership, legal or beneficial interest nor serve
as a manager, administrator, member, officer, director, frustee, associate, or partner of any
additional business, firm, partnership, or corporation licensed by the board. If respondent
currently owns or has any legal or beneficial interest in, or serve as a manager, administrator,
member, officer, director, trustee, associate, or partner of any business, firm, partnership, or
corporation currently or hereinafter licensed by the board, respondent may continue to serve in
such capacity or hold that interest, but only to the extent of that position or interest as of the
effective of this decision. Violation of this restriction shall be considered a violation of probation.

3:16. _Attend Substance Abuse Recovery Relapse Prevention and Support Groups
{Appropriate for those cases with chemical dependency (alcohol, drugs))

Within thirty (30) days of the effective date of this decision, respondent shall begin regular
attendance at a beard-approved-recognized and established substance abuse recovery support
group in California, (e.g., Alcoholics Anonymous, Seeaine-Narcotics Anonymous, etc.;) which
has been approved by the board or its designee. Respondent must attend at least one group
meeting per week unless otherwise directed by the board or its designee. Respondent shall
continue regular attendance and submit signed and dated documentation confirming
attendance with each quarterly report for the duration of probation._Failure to attend or submit
documentation thereof shall be considered a violation of probation.

4:17. Random Drug Screening_(Appropriate for those cases with chiemical dependency (alcohot

drugs

Respondent, at his or her own expense, shall participate in random testing, including but not
limited to biological fluid testing (urine, blood), breathalyzer, hair follicle testing, or a-other drug
screening program appreved-as directed by the board_or its designee. Fhe-length-of-time-shail
be-forthe-Respondent may be required to participate in testing for the entire probation period
and the frequency of testing will be determined by the board_or its designee. At all times
respondent shall fully cooperate with the board_or its designee, and shall, when directed, submit
to such tests and samples for the detection of alcohol, narcotics, hypnotics, dangerous drugs or
other controlled substances_as the board or its designee may direct. Failure to timely submit to
testing as directed shall censtitute-be considered a violation of probation. Upon request of the
board or its designee. respondent shall provide documentation from a licensed practitioner that
the prescription for a detected drug was legitimately issued and is a necessary part of the
treatment of the respondent. Failure to timely provide such documentation shall be considered
a violation of probation, Any confirmed positive drug-test for alcohol or for any drug not lawfully
prescribed by a licensed practitioner as part of a documented medical treatment shall be
considered a violation of probation and shall result in the immediate-automatic suspension of
practice-work by respondent. Respondent may not resume the-practice-of-pharmasy-work as a
pharmacy technician until notified by the board in writing.

During suspension, respondent shall not enter any pharmacy area or any portion of or any other
board licensed premises (wholesaler, veterinary food-animal drug retailer or any other

64
Deletions to the regulatory text are indicated by double strike-through, thus: deleted-language. Additions t o the regulatory
text are indicated by a double underli ne, thus: added language




distributor of drugs) any drug manufacturer, or any other location where dangerous drugs and
devices or controlled substances are maintained. Respondent shall not do any act involving
drug selection, selection of stock, manufacturing, compounding or dispensing; nor shall
respondent manage, administer, or assist any licensee of the board. Respondent shall not
have access to or control the ordering, manufacturing or dispensing of dangerous drugs and

devices or controlled substances. Respondent shall not resume work until notified by the
board.

Respondent shall not direct, controt or perform any aspect of the practice of pharmacy. Subject
fo the above restrictions, respondent may continue to own or hold an interest in any licensed

premises in which he or she holds an interest at the time this decision becomes effective unless
otherwise specified in this order.

Failure to comply with this suspension shall be considered a violation of probation.
5.18. Work Site Monitor (Appropriate for those cases with chemical dependency (alcohol, drugs))

Within ten (10} days of the effective date of this decision, respondent shall identify a work site
monitor, for prior approval by the board, who shall be responsible for supervising respondent
during working hours. The-Respondent shall be responsible for ensuring that the work site
monitor shallrepert-reports in writing to the board quarterly. Should the designated work site
monitor determine at any time during the probationary period that respondent has not
maintained sobriety, he or she shall notify the board immediately, either orally or in writing as
directed. Should respondent change employment, a new work site monitor must be
designated, for prior approval by the board, within ten {10} days of commencing new
employment._Failure to identify an acceptable initial or replacement work site monitor, or to
ensure quarterly reports are submitted to the board, shali be considered a violation of probation.

6:19. _Notification of Departure (Appropriate for those cases with chemical dependency (alcohol

drugs

J-respondent-leaves-Prior to leaving the probationary geographic area designated by the board
or its designee for a period greater than twenty-four (24) hours, respondent shall notify the
board verbally and in writing of the dates of departure and return-priertedeaving._Failure to
comply with this provision shall be considered a violation of probation.

720. Abstain from Drugs and Alcohol Use (Appropriate for those cases with chemical

dependency (alcohol, drugs

Respondent shall completely abstain from the possession or use of alcohol, controlled
substances, dangerous drugs and their associated paraphernalia except when the drugs are
lawfully prescribed by a licensed practitioner as part of a documented medical treatment. Upon
request of the board_or its designee, respondent shall provide documentation from the licensed
practitioner that the prescription for the drug was legitimately issued and is a necessary part of
the treatment of the respondent. Failure to timely prowde such documentat(on shall be

considered a vmlatlon of Qrobatlon

Addmenally-Fespendent—shaueause—the-pFesenbmgrphysneian4e—natmf~the-beard4n—vmtlng,
indicating-their-awaroness-of the chemical-dependency-Respondent shall ensure that he or she
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is not in the same physical location as individuals who are using illicit substances even if
respondent is not personally ingesting the drugs. Any possession or use of alcohol, controlled
substances, or their associated paraphernalia not supported by the documentation timely
provided, and/or any physical proximity to persons using illicit substances,_shall be considered a
violation of probation.
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8:21. Tolling of Suspension

During the period of suspension, respondent shall not leave California for any period exceeding

ten (10) days, regardless of purpose (including vacation). Any such absence in excess of ten
{10} days during suspension shall be considered a violation of probation. Moreover, any
absence from California during the period of suspension exceeding ten (10) days shall foll the

suspension, i.e., the suspension shall be extended by one day for each day over ten (10) days

respondent is absent from California. During any such period of tolling of suspension,

respondent must nonetheless comply with all ferms and conditions of probation.

Respondent must notify the board in writing within ten (10) days of departure, and must further

notify the board in writing within ten (10) days of return. The failure to provide such
notification(s) shall constitute a violation of probation. Upon such departure and return,
respondent shall not return to work until notified by the board that the period of suspension has
been satisfactorily completed

epariure-and
exeeedmg-a—peﬂaéof—w-days—shall net—a{aply_to—the-redusuen—eﬁh&suspen&emened-

Respendent-shall-not-act-as-a+ phalrmaey—teehnmmnupometum;ng—te—thxs—sta&e«unﬂkmﬁﬂed-by
ea;d_that Oha ‘: d Af o1 hne h on £

22. Restﬂ:utlon (Aggrognate in cases of drug dlverswn theﬁ fraudulent billing, or patient harm
resulting from negligence or incompetence.)

Within days of the effective date of this decision, respondent shall pay restitution to

in the amount of $ . Failure to make restitution by this deadline shall be
considered a violation of probation.
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EXEMPTEEDESIGNATED REPRESENTATIVE

The board files cases against exemptees-designated representatives where the violation(s)
involve significant misconduct on the part of the licensee. The board believes that revocation is
typically the appropriate penalty when grounds for discipline are found to exist. Grounds for
discipline include, but are not limited to, the following violation(s) of law(s) involving:

Possession of dangerous drugs and/or controlled substances

Use of dangerous drugs and/or controlled substances

Po ion for sale of dangerous drugs and/or controlled substances
Personal misuse of drugs or alcohol

If revocation is not imposed, the board recommends a minimum of-a-Category lIi level of
discipline be imposed on the-sxemptee designated representative. This would include
suspension and probation.

exermptee:

TERMS OF PROBATION — EXEMPFEEDESIGNATED REPRESENTATIVE

A minimum three-year probation period has been established by the board as appropriate in
most cases where probation is imposed. A minimum five-year probation period has been
established by the board as appropriate where self-administration or diversion of controlled
substances is involved. Terms and conditions are imposed to provide consumer protection and
to allow the probationer to demonstrate rehabilitation. A suspension period may also be
required as part of the probation order. The board prefers that any stayed order be for
revocation rather than for some period of suspension.

Probation conditions are divided into two categories: (1) standard conditions that shall appear in
all-all probation cases, and (2) optional conditions that depend on the nature and circumstances
of a particular case. These conditions may vary depending on the nature of the offense(s).

The board may also impose any other condition appropriate to the case where the condition is
not contrary to public policy.

CATEGORY OF VIOLATIONS AND RECOMMENDED PENALTIES
CATEGORY lll- Penalty
Minimum: Revocation; Revocation stayed, 90 days actual suspension, three years
probation. All standard terms and conditions shall be included and optional
terms and conditions as appropriate.

Maximum: Revocation
Applies to all applicable statutes and regulations
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MODEL DISCIPLINARY LANGUAGE — EXEMPTEEDESIGNATED
REPRESENTATIVE

The following standardized language shall be used in every decision where the order of
condition is imposed.

Revocation—$Single-Cause

Designated Representative license Gertifisation-number , issued to respondent

is revoked. Respondent shall relinquish his or her designated representative
posket-certification-license to the board within ten (10) days of the effective date of this
decision. Respondent may not petition the board for reinstatement of his or her revoked
cerlification-designated representative license for three (3) years from the effective date of this
decision.

A-condition-of-reinsta
examinations

Respondent shall pay to the board its costs of investigation and prosecution in the amount of
$ within fifteen (15) days of the effective date of this decision.

Option: As a condition precedent to Ypen-reinstatement of his or her revoked designated
representative license certification-respondent shall reimburse the board for its costs of
investigation and prosecution in the amountof $_______ ;. _and-sSaid amount shall be paid in
full prior to the reinstatement of his or her-certification. revoked designated representative
license, uniess otherwise ordered by the board. lf-the-respondent-fails-to-pay-the-ameunt
ed_his orf Fre— ; - ]

Revocation—Multiple-Causes

3t 1 b i -4 d X3 3 kad. + &
(:emﬁ ion-pumber. ~ssue 23 den ISt pnrbnr)n 7o

mmmﬁ%zmeMMWMMMm
Respondent-may-not-petition-the-board-forreinstatement of his-or-herrevoked-certification-for
mmmmmﬂmwﬁmw%wnmmm%m

$————w+th4Mé«:&aysef—the—eﬁee%we«dateef—th;s—deslsx%

%tcwwemstatemmmhﬂmmmmm

paid- m—full pr;opte—the;emstatemeni»ef—h&&epher—cemf sat;en—-lf—the—respendent—faﬂs—te pay—the
amountspecified;-his-or hercerdification-shallremainrevoked:

Suspension—Single-Cause

issued-te respondent —r-mom—jg

As part of probation Gerdification-number.

suspended from working as a desngnated regresentatlve for beginning the effective
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date of this decisiona-period-of .

During suspension, respondent shall not enter any pharmacy ared or any portion of the licensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs
licensed by the board, or any drug manufacturer, or any other location where dangerous drugs
and devices or controlled substances are maintained. Respondent shall not perform any of the

duties of a designated representative, nor do any act involving drug selection, selection of

stock, manufacturing, dispensing; nor shall respondent manage. administer, or be a consultant
o any licensee of the board, or have access to or control the ordering. manufacturing or
dispensing of dangerous drugs and devices and controlled substances. Respondent shall not
resume work until notified by the board .

Respondent shall not direct, control or perform any aspect involving the distribution of
dangerous drugs and devices and controlled substances. Subject to the above restrictions,
respondent may continue to own or hold an interest in any licensed entity in which he or she

holds an interest at the time this decision becomes effective unless otherwise specified in this
order.

Failure to comply with this suspension shall be considered a violation of probation.
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Suspension—Multiple Causes

Standard Stay/Probation Order

Designated representative license Gertifisation-number issued-to
-————is revoked; however, the revocation is stayed and respondent is placed on
probation for years upon the following terms and conditions:

Issuance of Probationary License (In cases where a Statement of Issues has been filed.)

Upon satisfaction of all statutory and regulatory requirements for issuance of a license, a
license shall be issued to respondent and immediately revoked; the order of revocation is

stayed and respondent is placed on probation for years upon the following terms and
conditions:

Surrender

Respondent surrenders sertification-designated representative license number —
as of the effective date of this decision. Respondent shall relinquish his or her pecket
serlification-designated representative license fo the board within ten (10) days of the effective
date of this decision.

The surrender of respondent's license and the acceptance of the surrendered ficense by the
board shall constitute the imposition of discipline against respondent. This decision constitutes
arecord of discipline and shall become a part of respondent's license history with the board.

Respondent understands and agrees that if he or she ever files an application for licensure or a
petition for reinstatement in the State of California, the board shall treat it as a new application

for licensure.

Respondent may not reapply for any certification-ef-license, permit or registration from the
board for three {3) years from the effective date of this decision. Respondent stipulates that
should he or she respondent-apply for any eertifisation-license from the board on or after the
effective date of this decision, all allegations set forth in the [accusation or petition to revoke
probation] shall be deemed to be true, correct and admitted by respondent when the board
determines whether to grant or deny the application. Respondent shall satisfy all requirements
applicable to that license as of the date the application is submitted to the board prior to
issuance of a new license. Respondent is required to report this surrender as disciplinary
_a_CMShQuI esbon 5 o newdic a sill ha £ -3

conditiens-not-previeusly
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Respondent further stipulates that he or she shall reimburse the board for its costs of
investigation and prosecution in the amount of § within days of the
effective date of this decision.

Option: Respondent stipulates that should he or she apply for any cedification-license from the
board on or after the effective date of this decision, thatinvestigation and prosecution costs in
the amount of $ shall be paid to the board prior to issuance of the-eertification
new license.

Public Reprimand

it is hereby ordered that a public reprimand be issued against designated representative
license ._Respondent is required to report this reprimand as a disgiplinary

action.
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Adoption of Stipulation

It is understood by respondent that, in deciding whether to adopt this stipulation, the board may
receive oral and written communication from its staff and the Atterney-Generalis-Office of the
Attorney General. Communications pursuant to this paragraph shall not disqualify the board or
other persons from future participation in this or any other matter affecting respondent. In the
event this settlement is not adopted by the board, the stipulation will not become effective and
may not be used for any purpose, except this paragraph, which shall remain in effect.
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STANDARD CONDITIONS — To be included in all probation decisions/orders.
Ferm-Number—{Numbers-reflect-actual term-and-condition-numbers-as-listed-beginning with-page ——-—)

4—Certification-Prier{o-Rasuming-Werk

§:1. ___Obey aAll Laws

6-2.—Reporting to the Board

#3.___Interview with the Board

o4 Cooperatione with Board Staff

6—5. Notice to Employers

6. No Being Designated Representative-in-Charge

8:7.___Reimbursement of Board Costs

40:8. _Probation Monitoring Costs

456:9, Status of License

10. License Surrender While on Probation/Suspension

48:11. Notification of a Change in Name, Residence Address, Employment/Mailing Address_or
Employment-Ghange

4#:12. Tolling of Probation

48:13. Violation of Probation

48:14. Completion of Probation

44.license-Surrender-While-on-Probatien/Suspension

OPTIONAL CONDITIONS

Term-Number—(Numbers-reflect-actual-term-and-condition-numbers-as-listed-beginning-with-page

p——

15. No Ownership of Licensed Premises

P 4

3:16. _Attend Substance Abuse Recovery Relapse Prevention and Support Groups
4:17._ Random Drug Screening

5:18. Work Site Monitor

8:19. _ Nofification of Departure

#-20. _Abstain from Drugs and Alcohol Use

8:21. _Tolling of Suspension

el

2. Restitution

74
Deletions to the re gulatory text are indicated by double strike-through, thus: deleteddanguege. Additions to the regulatory
text are indicated by a double underli ne, thus: added language




STANDARD CONDITIONS - TO BE INCLUDED IN ALL PROBATIONS
3.Reexamination-Prior-to-Resuming-Work

Wﬂde@sh&%e&spmﬂe&#em%ﬂg—&&@ﬂ%ﬂmew
as-scheduled-by-the-board-after the-effective-date-of this

mpti hiRa
deers»sn—
-—Duﬂag—suspensaen—;espende
licensed-premises-of-a-wi rinary-food-animal-drug-retallerorany-other-distdbuter
eﬂdmgs—whash—&s&eensed—b B u

retd 1l “'NL 4. ar $o21 -J f'\ g ’uehallnnfrl un‘yanb' \ ‘rvrﬂg‘
wh@lesahng%wepaekegcmmfae@nng»ﬁemha#msponden#manag&admw&epe&be

a-consultant-io-any-license
manufaewﬁngapdﬁpeﬂsmgeﬁdangemus&ug&anédevm&emmmstaaee&
Respondent-shall-not direct-or-control-any-aspect of-the-practice-of pharmacy:

any—pharmaey—ar—whelesaleﬁnwhwh—he-epsheﬂhelmmeresbauhe&mamsdegyan

unless-oth specified-in-this-order:
b b f p

2:1.  Obey All Laws

Respondent shall obey all state and federal laws and regulations-substantiallyrelated-te-or
governing-the-practice-of-pharmacy.

Respondent shall report any of the following occurrences to the board, in writing, within

seventy-two (72) hours of such ocourrence:

= _ an arrest or issuance of a criminal complaint for violation of any provision of the
Pharmacy Law, state and federal food and drug laws, or state and federal controfled
substances laws

=__an arrest or issuance of a criminal complaint for violation of any state or federal law

= a plea of guilty or nolo contendre in any state or federal criminal proceeding to any
criminal complaint, information or indictment

= __a conviction of any crime

=__discipline, citation. or other administrative action filed by any state or federal agency
which involves respondent’s license or which is related to the practice of
pharmacy or the manufacturing. obtaining. handling or distribution or billing or charging
for of any drug. device or controlied substance,

Failure to timely report any such occurrence shall be considered a violation of probation,

3:2. __Reporting to the Board

Respondent shall report to the board quarterly, on a schedule as directed by the board or its
designee. The report shall be made either in person or in writing, as directed. Among other
requirements, Rrespondent shall state in each report under penalty of perjury whether there has
been compliance with all the terms and conditions of probation. Failure to submit timely reports
in a form as directed shall be considered a violation of probation. Any period(s) of delinguency
in submission of reports as directed may be added to the total period of probation. Moreover, if
the final probation report is not made as directed, probation shall be automatically extended
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autematically-until such time as the final report is made and accepted by the board.
4:3. _Interview with the Board

Upon receipt of reasonable prior notice, respondent shall appear in person for interviews with
the board or its designee, upon request at varieussuch intervals at-aand locations te-beas are
determined by the board or its designee. Failure to appear for any scheduled interview without
prior notification to board staff, or failure to appear for two (2) or more scheduled interviews with
the board or ifs designee during the period of probation, shall be considered a violation of
probation.

&4, Cooperatione with Board Staff

Respondent shall cooperate with the board's inspectional program and in-with the board's
monitoring and investigation of respondent's compliance with the terms and conditions of his or
her probation. Failure to ssmply-cooperate shall be considered a violation of probation.
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6:5. Notice to Employers
Buring the period of probation. Rrespondent shall notify all present and prospective employers
of the decision in case number and the terms, conditions and restrictions imposed on
respondent by the decision__as follows:-

Within thirty (30) days of the effective date of this decision, and within fifteen {15) days of
respondent undertaking any new employment, respondent shall cause his or her direct
supervisor, designated representative-in-charge {including each new designated representative-
in-charge employed during respondent’s tenure of employment) and owner empleyerto report
to the board in writing acknowledging that the listed individual(s) has/have empleyer-has-read
the decision in case number and terms and conditions imposed thereby. It shall
be respondent’s responsibility to ensure that his or her employer(s) and/or supervisor(s) submit
timely acknowledgementi(s) to the board.

If respondent works for or is employed by or through a pharmacy employment service,
respondent must notify the-pharmacist-in-charge-his or her direct supervisor, designated
representative-in-charge and/er owner at every pharmacy-each entity licensed by the board of
the terms and conditions of the decision in case number in advance of the respondent
commencing work at each-pharmasy licensed entity. A record of this notification must be
provided to the board upon request.

Furthermore, within thirty (30) days of the effective date of this decision, and within fifteen (15)
days of respondent undertaking any new employment by or through a pharmacy employment
service. respondent shall cause his or her direct supervisor with the pharmacy employment
service to report to the board in writing acknowledging that he or she has read the decision in
case number and the terms and conditions imposed thereby. [t shall be the
respondent’s responsibility fo ensure that his or her employer(s) and/or supervisor(s} submit
timely acknowledgment(s) to the board.

Failure to timely notify present or prospective employer(s) or to cause that/those employer(s) to
submit timely acknowledgements to the board shall be considered a violation of probation.

“Employment" within the meaning of this provision shall include any full-time, part-time,
temporary or relief service or pharmacy management service as a-pharmasy-technisian
designated representative or in any position for which a designated representative license is
a requirement or criterion for employment, whether the respondent is considered an
employee or independent contractor_or volunteer.

6. No Being Designated Representative-in-Charge

During the period of probation, respondent shall not be the designated representative-in-charge
of any entity licensed by the board unless otherwise specified in this order. Assumption of any
such unauthorized supervision responsibilities shall be considered a violation of probation.

7. —Reimbursement of Board Costs

As a condition precedent to successful completion of probation, Rrespondent shall pay to the

board its costs of investigation and prosecution in the amount of $ . Respondent

shall make said payments as follows: ._There shall be no deviation from this

schedule absent prior written approval by the board or its designee, Failure to pay costs by the
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deadline(s) as directed shall be considered a violation of probation.

The filing of bankruptcy by respondent shall not relieve respondent of his or her responsibility to
reimburse the board its costs of investigation and prosecution.

8. ~Probation Monitoring Costs

Respondent shall pay the-any costs associated with probation monitoring as determined by the
board each and every year of probation. Such costs shall be payable to the board:

each-year-of-prebation_on a schedule as directed by the board or its designee. Failure to pay
such costs by the deadiine(s) as directed shall be considered a violation of probation.

9. ~Status of License

Respondent shall, at all times while on probation, maintain an active, current certification
designated representative license with the board, including any period during which suspension
or probation is tolled._Failure to maintain an active, current ficense shall be considered a

violation of probation,

If respondent's eertification-designated representative license expires or is cancelled by
operation of law or otherwise_at any time during the period of probation, including any
extensions thereof due to tolling or otherwise, upon renewal or reapplication; respondent's
license shall be subject to all terms and conditions of this probation not previously satisfied.

10.  License Surrender While on Probation/Suspension

Following the effective date of this decision, should respondent cease work due fo retirement or
heatlth, or be otherwise unable to satisfy the terms and conditions of probation, respondent may
tender his or her designated representative license to the board for surrender. The board or its
designee shall have the discretion whether to grant the request for surrender or take any other
action it deems appropriate and reasonable. Upon formal acceptance of the surrender of the
license, respondent will no longer be subject to the terms and conditions of probation. This
surrender constitutes a record of discipline and shall become a part of the respondent's license
history with the board.

Upon acceptance of the surrender, respondent shall relinquish his or her designated
representative license to the board within ten (10) days of notification by the board that the

surrender is accepted. Respondent may not reapply for any license, permit, or registration from
the board for three (3) vears from the effective date of the surrender. Respondent shall meet

all requirements applicable to the license sought as of the date the application for that license is
submitted to the board.

48:11. Notification of a Change in Name, Residence Address, Employment/Mailing
Address or EmploymentGhange

Respondent shall notify the board in writing within ten (10) days of any change of employment.

Said notification shali include the reasons for leaving and/er the address of the new employer,
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supervisor e-and owner and work schedule, if known. Respondent shall further notify the
board in writing within ten (10) days of a change in name, residence address and mailing
address, or phone number.

Failure to timely notify the board of any change in employer(s), name(s), address(es), or phone
number(s) shall be considered a violation of probation.

44:12. Tolling of Probation

Except during periods of suspension, respondent shall, at all times while on probation, be
employed as a designated representative in California for a minimum of hours per
calendar month, Any month during which this minimum is not met shall toll the period of
probation, i.e., the period of probation shall be extended by one menth for each month during
which this minimum is not met. During any such period of tolling of probation, respondent must
nonetheless comply with all terms and conditions of probation.

H-is-a violation-of probationfor respondent-to-workless-than————hours-permenth-as-an
exemptee—Should respondent, regardless of residency, for any reason (including vacation)
cease practicing-working as an-exemptee- designated representative for a minimum of
hours in California, respondent must notify the board in writing within ten (10} days of cessation
of practiee-work and must further notify the board in writing within ten (10) days of erthe
resumption of-the-praetice work. Any failure to provide such notification(s) shall be considered

a violation of probation.Such-perieds-of time-shall-net-apply to-theredustion-of- the-probation
period:

It is a violation of probation for respondent's probation to remain tolled pursuant to the
provisions of this condition for a total period, counting consecutive and non-consecutive
months, exceeding-three-censecutive-years thirty-six (36) months.

"Cessation of prasticework" means any peried-ef-time-exseeding-30-days-calendar
month during ir-which respondent is not engaged-in-the-prastice-of-a-pharmacy

technisian-working as a designated representative for at least hours as a
designated representative as defined in-sestion of-the-b iBusmess and

‘ as defined-n of

Professions Code section 4053oras-an ¥
the-Business-and-Rrefessions-Gode, "Resumgtlon of work” means any calendar month
during which respondent is working as a desianated representative for at least

hours as a designated representative as defined by Business and Professions Code
section 4053,

42:13. Violation of Probation

If a respondent has not complied with any term or condition of probation, the board shall have
continuing jurisdiction over respondent, and probation shall automatically be extended untit all
terms and conditions have been satisfied or the board has taken other action as deemed
appropriate to treat the failure to comply as a violation of probation, to terminate probation, and
to impose the penalty that was stayed.

If respondent violates probation in any respect, the board, after giving respondent notice
and an opportunity to be heard, may revoke probation and carry out the disciplinary order which
that was stayed. Notice and opportunity to be heard are not required for those provisions
stating that a violation thereof may lead to automatic termination of the stay and/or revocation
of the license. If a petition to revoke probation or an accusation is filed against respondent
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during probation, the board shall have continuing jurisdiction, and the period of probation shalf
be automatically extended, until the petition to revoke probation or accusation is heard and
decided.

%memdwtaammw%ammmmmhmmm
have-continuing-jurisdiction-overrespondentand-probation-shall- automatically be-exdended
mammmdmmwmmmmme%ms
deemed-appropriate-to-reat the fallure to-comply-as-a-viel 1-of probation-to-termin
prebation~and-te-impese-the penaly which-was-stayed-

43:14. Completion of Probation

Upon written notice by the board indicating successful completion of probation, respondent's
certificate-designated representative license will be fully restored.

14-License-Surrender while-on-Probation/Suspension
Fellevwag%heeﬁeetwedate%;&deasmmsheu@—wspeaéea&eeas&pme&s&daeiweﬂemem
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Upen-acceptance-of-the-surrender, responden icense-to-the
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may-notreapply-foranylicense-from-the-beard-for thrae-years from-the-effective-date-of-the
surrender—Respeondentshall-meet-allrequirements-applicable-to-the i soughtas-ofthe
date-the. =T licati +-f rfha(- ' R m "ubnm-teé—te—the—beamtd:
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OPTIONAL CONDITIONS OF PROBATION

2.Actual-Suspension
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2715. No Ownership of Licensed Premises

Respondent shall not own, have any legal or beneficial interest in, or serve as a manager,
administrator, member, officer, director, trustee, associate, or partner of any business, firm,
partnership, or corporation currently or hereinafter licensed by the board. Respondent shall sell
or transfer any legal or beneficial interest in any entity licensed by the board within ninety (90)
days following the effective date of this decision and shall immediately thereafter provide written

proof thereof to the board._Failure to timely divest any legal or beneficial interesi(s) or provide

documentation thereof shall be considered a violation of probation.

Option: Respondent shall not acquire any new ownership, legal or beneficial interest nor serve
as a manager, administrator, member, officer, director, trustee, associate, or partner of any
additional business, firm, partnership, or corporation licensed by the board. If respondent
currently owns or has any legal or beneficial interest in, or serve as a manager, administrator,
member, officer, director, frustee, associate, or partner of any business, firm, partnership, or
corporation currently or hereinafter licensed by the board, respondent may continue to serve in
such capacity or hold that interest, but only to the extent of that position or interest as of the
effective date of this decision._Violation of this restriction shall be considered a violation of

probation.

3.16. Attend Substance Abuse Recovery Relapse Prevention and Support Groups
{Appropriate for those cases with chemical dependency (alcohol, drugs))

Within thirty (30) days of the effective date of this decision, respondent shall begin regular
attendance at a beard-approved-recognized and established substance abuse recovery support
group in California, (e.g., Alcoholics Anonymous, Sesaine-Narcotics Anonymous, etc.;) which
has been approved by the board or its designee. Respondent must attend at least one group

meeting per week unless otherwise directed by the board or its designee. Respondent shall
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continue regular attendance and submit signed and dated documentation confirming
attendance with each quarterly report for the duration of probation._Failure to attend or submit
documentation thereof shall be considered a violation of probation.

4.17. Random Drug Screening {Appropriate for those cases with chemical dependency {alcohol

drugs

Respondent, at his or her own expense, shall participate in random testing, inciuding but not
limited to biological fluid testing (urine, blood), breathalyzer, hair follicle testing, or a-other drug
screening program appreved-as directed by the board _or its designee. Fhe-length-of time-shall
befor-the-Respondent may be required to participate in testing for the entire probation period
and the frequency of testing will be determined by the board or its designee. At all times
respondent shall fully cooperate with the board_or its designee, and shall, when directed, submit
to such tests and samples for the detection of alcohol, narcotics, hypnotics, dangerous drugs or
other controlled substances as the board or its designee may direct. Failure to timely submit to
testing as directed shall constitute-be considered a violation of probation. Upon request of the
board or its designee, respondent shall provide documentation from a licensed practitioner that
the prescription for a detected drug was legitimately issued and is a necessary part of the
treatment of the respondent. Failure to timely provide such documentation shall be considered
a violation of probation. Any confirmed positive drug-test for alcohol or for any drug not lawfully
prescribed by a licensed practitioner as part of a documented medical treatment shall be
considered a violation of probation and shall result in the immediate-automatic suspension of
prastice-work by respondent. Respondent may not resume the-practice-of-pharmaey-work as a
designated representative until notified by the board in writing.

During suspension, respondent shall not enter any pharmacy area or any portion of the ficensed
premises of a wholesaler, veterinary food-animal drug retailer or any other distributor of drugs

licensed by the board, or any drug manufacturer, or any other location where dangerous drugs
and devices or controlled substances are maintained. Respondent shall not perform any of the
duties of a designated representative, nor do any act involving drug selection, selection of
stock, manufacturing, dispensing; nor shall respondent manage, administer, or be a consultant
to anv licensee of the board. or have access to or control the ordering, manufacturing or
dispensing of dangerous drugs and devices and controlled substances. Respondent shall not
resume work until notified by the board .

Respondent shall not direct, control or perform any aspect involving the distribution of
dangerous drugs and devices and controlled substances. Subject to the above restrictions
respondent may continue fo own or hold an interest in any licensed entity in which he or she
holds an interest at the time this decision becomes effective unless otherwise specified in this

order.

Failure to comply with this suspension shall be considered a violation of probation.
5:18.  Work Site Monitor (Appropriate for those cases with chemicat dependency (alcohol, drugs))

Within ten (10) days of the effective date of this decision, respondent shall identify a work site
monitor, for prior approval by the board, who shall be responsible for supervising respondent
during working hours. Respondent shall be responsible for ensuring that Fthe work site monitor
shallrepert-reports in writing to the board quarterly. Should the designated work site monitor
determine at any time during the probationary period that respondent has not maintained
sobriety, he or she shall notify the board immediately, either orally or in writing as directed.
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Should respondent change employment, a new work site monitor must be designated, for prior 8:21. Tolling of Suspension

approval by the board, within ten (10) days of commencing new employment. Failure to identify
an acceptable initial or replacement work site monitor, or to ensure quarterly reports are During the period of suspension, respondent shall not leave California for any period exceeding
submitted to the board, shall be considered a violation of probation. ten (10) days, regardless of purpose (including vacation). Any such absence in excess of ten
(10) days during suspension shall be considered a violation of probation. Moreover, any
| 6:19. __Notification of Departure (Appropriate for those cases with chemical dependency (alcohol absence from California during the period of suspension exceeding ten (10) days shall toll the
drugs suspension. i.e., the suspension shall be extended by one day for each day over ten (10) days
respondent is absent from California. During any such period of tolling of suspension,
-respondentleaves-Prior {o leaving the probationary geographic area designated by the board respondent must nonetheless comply with all terms and conditions of probation.
or its designee for a period greater than twenty-four (24) hours, respondent shall notify the
board verbally and in writing of the dates of departure and return;-prierte-leaving._Failure to Respondent must notify the board in writing within ten (10) days of departure, and must further
comply with this provision_shall be considered a violation of probation. notify the hoard in writing within ten {10) days of return. The failure to provide such
noftification(s) shall constitute a violation of probation. Upon such departure and return
| 720. Abstain from Drugs and Alcohol Use (Appropriate for those cases with chemical respondent shail not resume work until notified by the board that the period of suspension has
dependency (alcohol, drugs been satisfactorily completed.
———|frespondentieaves Californiatoreside-or-practice-outside-this-state,-or-fo
Respondent shall completely abstain from the possession or use of alcohol, controlled exseedmg—10-days—(msiudmg—vaeahen}-respendeﬁt—musmetffythebeard in-wiiting-of-the-dates
substances, dangerous drugs and their associated paraphernalia except when the drugs are . ency-or-practice-eutside-the-siate-or-any-absenes
lawfully prescribed by a licensed practitioner as part of a documented medical treatment. Upon exceedmga—penedremaays-shaumet—apply«tmhe{educt;enﬂei-the-suspens«en -period:
request of the board_or its designee, respondent shall provide documentation from the licensed —_—
practitioner that the prescription for_the drug was legitimately issued and is a necessary part of R OSpORdeRt-shallnot-act-as-a-pharmacy-technician-upon-returping -to-this-state-until
the treatment of the respondent. Respendentshall-ensure-thathe-or-sheis-petinthe-same ifi } ion-has-been-completed:
physical lecat;enas-indMdualswh@are«usmg4(ilett—substanses-evemﬂrespendenus—net
5 it 22. _ Restitution (Appropriate in cases of drug diversion, theft, fraudulent billing, or patient ham
to-notify-the-| beard—mwntmg—mdesatmg thew—awarenes&ef—the-ehem«ea#dependency— resuiling from negligence or incompetence.) ‘
Additionally-respondent-shali-cause-the-pressribing physician-to-netify-the-beard-in-writing: !
indicating-their-awareness-ef the-chemical-dependenesy:-Failure fo timely provide such Within days of the effective date of this decision, respondent shall pay restitution to
documentation shall be considered a violation of probation. Respondent shall ensure that he or in the amount of $ . Failure to make restitution by this deadline shall be
she is not in the same physical focation as individuals who are using illicit substances even if considered a violation of probation,

respondent is not personally ingesting the drugs. Any possession or use of alcohol, controlled
substances, or their associated paraphernalia not supported by the documentation timely
provided, and/or any physical proximity {o persons using illicit substances, shall be considered a
violation of probation.
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TERMS OF PROBATION -~ PREMISES

A minimum three-year probation period has been established by the board as appropriate in
most cases where probation is imposed. A minimum five-year probation period has been
established by the board as appropriate where seif-administration or diversion of controlled
substances-is-invelved_has occurred at a licensed premises. Terms and condmons are
imposed to provide consumer protection-and-to-allow-the-probationerto-der

rehabilitation. A suspension period may also be required as part of the probahon order The
board prefers that any stayed order be for revocation rather than for some period of
suspension. .

Probation conditions are divided into two categories: (1) standard conditions that shall appear
in all-all probation cases, and (2) optional conditions that depend on the nature and
circumstances of a particular case. These conditions may vary depending on the nature of the
offense(s).

The board may also impose any other condition appropriate to the case where the condition is
not contrary to public policy.

CATEGORIES OF VIOLATIONS AND RECOMMENDED PENALTIES

The California Pharmacy Law speeaﬁes4he|dentlf1es offenses for Wthh the board may take
disciplinary action_against a license.
board-in-determining-appropriate-disciplinars-penalties-Included among grounds for discipline
are violations of the Pharmacy Law itself, violations of regulations promulgated by the board
and violations of other state or federal statutes or regulations.

The following are categories of possible violations used by the board to determine appropriate

disciplinary penalties. These categories represent the judament of the board as o the
perceived seriousness of particular offenses.

Under each category, the board has grouped statutes and requlations where violations would
typically merit the recommended range of minimum to maximum penalties for that category.

These lists are representative, and are not intended to be comprehensive or exclusive. Where
a viotation not included in these lists is a basis for disciplinary action, the appropriate penalty for
that violation may be best derived by comparison to any analogous violation(s} that are

included. Where no such analogous violation is listed, the category descriptions may be

consulted,

These categories assume a single violation of each listed statute or regulation. For muitiple
violations, the appropriate penalty shall increase accordingly. Moreover, if an individual has

committed violations in more than one category, the minimum and maximum penalties shall be
those recommended in the highest category.

The board also has the authority, pursuant to Business and Professions Code section 4301(n),
to impose discipline based on disciplinary action taken by another jurisdiction. The discipline
imposed by the board will depend on the discipline imposed by the other jurisdiction, the extent
of the respondent's compliance with the terms of that discipline, the nature of the conduct for
which the discipline was imposed, and other factors set forth in these guidelines.
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CATEGORY |

Minimum: Revocation; Revocation stayed; one-year probation. All standard terms and
conditions shall be included and optional terms and conditions as appropriate.

Maximum: Revocation
Category 1 discipline is recommended for:
= violations which are relatively minor but are potentially harmful
« repeated violations of a relatively minor nature:
Violations of the following codes are as-followsrepresentative of this category:
BUSINESS AND PROFESSIONS CODE

Article 3. Scope ofPractice and Exemptions

4053 Exemptee Superws;eaor of Manufacturers, etc Requwemen‘ Wholesalers—and

4054 Supplymg—Dlalys*s»ng—s ggly by Manufacturer, etc of Certam Dialysis Drugs and

Devices
4056 Exempt-HospitalsPurchase of Drugs at Wholesale — Hospital Containing 100 Beds
or Less

4057 Exempt-ArticlesExceptions to Application of this Chapter
4058 Lisense-te-be-DisplayedDisplay of Original License
4062 Furnishing-Brugs-during-EmergeneyFurnishing Dangerous Drugs During

Emergency
4064 Emergency Refills_of Prescription Without Prescriber Authorization

4065 Administrationthrough-njection-Card-System|njection Card System; Requirements
for Administration
4066 Furnishing te-Geean-Dangerous Drugs to Master or First Officer of Vessel

Article 4. Requirements for Prescription

4070 Reduction of Oral or Electronic Prescription to Writing

4071 Prescriber's May Authorize Agent to Transmitting Prescriptions; Schedule 11
Excluded

4072 Oral or Electronic Fransritting-Transmission of Prescriptions-frem-a - Health Care
Facility

4073 Substitution of Generic Drug Preduct-Selection- Requirements and Exceptions

4074 Drug WarningsRisk: Informing Patient; Providing Consuitation for Discharge
Medications

4076 Prescription_Container - -Label-Requirements_for Labeling

4077 LabelingDispensing Dangerous Drug in Incorrectly Labeled Container

Atrticle 5. Authority of Inspectors

4082 Information-about-PersenneiNames of Owners, Managers and Employees Open for
Inspection
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Atrticle 6. General Requirements

4100 Change of Name-er-Address_or Name ~ Notification to Board
4402—8kin-Runcture-for-Patient Training
4103 Blood Pressure fMeasurement- Taking by Pharmacist

Article 7. Pharmacies

4114 Intern Pharmacist; Activities_Permitted
4420Emergency-Kitforlicensed-Health-Gare-Facilities

4119.5 Transferring or Repackaging Dangerous Drugs_by Pharmacy

4120 Nonresident Pharmacy: Registration Required

4121 Advertisement for Prescription Prise-AdvertisingDrug: Requirements: Restrictions
4122 Requests-for-Required Notice at Availability of Prescription Price Information,

General Product Availability, Pharmacy Services; Providing Drug Price Information;

Limitations on Price Information Requests

4123 Pharmacy-centracts-for Compeunding-of Parenteral- BrugsCompounding Drug for
Other Pharmacy for Parenteral Therapy; Notice to Board

4124 Centasttens-Dispensing Replacement Contact Lenses: Requirements; Patient
Warnings; Registration with Medical Board; Application of Section to Nonresident
Pharmacies

Article 9. Hypodemic Needles and Syringes

4141 Furnishing Without License Regquired

4142 Prescription Required

4143 Exemption: Whelesale-Sales to Other Entity, Physician. etc.

4144 Exemption-Industrial Uses Excegtlo

4145 Exemption: naline)-er-Animal-UseException: Furnishing for

Administration of Insulin Adrenalme or Specified Animal Uses; Conditions

podermic-Register

4148 Confiscation_if Found Qutside Licensed Premises

4149 NenresidentSale by Distributor

Article 10. Phamacy Corporations

4151 Licensure Requirements-for-Sharehelders;-Biresters;-and-Officers
4152 Corporate Name_Requirements
4153 Shareholder iIncome wWhile Disqualified

4156 Unprofessional Conduct by Corporation
Article 11. Wholesala's and Manufacturers

4161 Out-of-State Manufasturerer-Nonresident Wholesaler: When License Required:
Application

4162 Registration—Agent|ssuance or Renewal of Wholesaler License; Surety Bond

4164 Sales-to-Uinautherized PersonsReports Required

4165 Sale or Transfer of Dangerous Drug or Device Into State: Furnishing Records to
Authorized Officer on Demand; Citation for Non-compliance

4166 Responsibility-until-DeliveryShipping of Dangerous Drugs or Devices — Wholesaler
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or Distributor
4167 Wholesaler: Bar on Obtaining Dangerous Drugs or Devices lt Mere-Fhan-Cannot
Maintain Be-Stered-on Licensed Premises

Article 13. Non-Profit or Free Clinics

4182l-icense-Required-(Non-Profif-ete-Clinies)

4183kicense-Requirements

4180 Purchase of Drugs at Wholesale Only with License: Eligible Clinics

4181 License Requirements; Policies and Procedures; YWho May Dispense

4182 ApplieationDuties of Professional Director; Consulting Pharmacist Required
4183 No Medi-GalProfessional Dispensing Fee

4184 Ne-Sehedule-H-Dispensing_Schedule i Substance Prohibited

4186 Professional-DirecterAutomated Drug Delivery Systems

Article 14. Surgical Clinics

4190 Purchase of Drugs at Wholesale: Permitted Uses of Drugs; Required Records and
Policies; License Required {Surgicat-Cliric)

4191 License-Compliance with Department of Heaith Services Requirements; Who May
Dispense Drugs

4192 Duties of Professional Director; Providing Information to Board

4193 No-Medi-GalClinic Not Eligible for Professional Dispensing Fee: Ban on Offering
Drugs for Sale

4194 No-Scheduled-Dispensing_of Schedule il Substance by Clinic Prohibited: Physician
May Dispense; Administration Authorized in Clinic

Article 15. Veterinary Food-Animal Drug Retailes

4196 License Required;; Temporary License on Transfer of Ownership: Persons

Authorized in Storage Area;-Security
4197 Minimum Standards;: Security; Sanitation; Board Regulations; Waivers
4198 Written Policies and Procedures Required:: Contents; Training of Personnel;
Quality Assurance;; Consulting Pharmacist

Article 17. Continuing Educafon

4233Renewal-Requiremenpts
4234Ccurse-Gontent
4231 Requirements for Renewal of Pharmacist License: Clock Hours; Exemption for New

Licensee
4232 Content of Courses

Article 18. Poisons

4240 Application of Act
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Article 20. Prohibitions and Offenses

4341 Advertising-in-Gompliance-with-Sections-65+-3Advertisement of Prescription Drugs
or Devices

4343 Use-of Sign-with-"Pharmacy™-or-Sirnilar-TermsBuildings: Prohibition Against Use of

Certain Signs Unless Licensed Pharmacy Within

CALIFORNIA CODE OF REGULATIONS, TITLE 16

1704 Change of aAddress—+eporting-a-change-of-address

1705 Notification of Bankruptcy, Receivership or Liquidation—reperting-the-sale;
;aventopj—and-lecattea—ef—reewdw@dangereus—dmgsby—a—phannaey—whelesa!e{—et:
manufa

1708.2 Discontinuance of bBusiness—netification-to-board-of-a-discontinuance-of-business
and-subrnission-of appropriateforms

1708.4 Pharmacist hHandling rRadioactive dDrugs—raining-efa-nuclear-pharmaecist

1708.5 Pharmacy Furnishing Radioactive Drugs—nuslearpharmacyrequirements

1709 Names of Owners and pPharmacrst— in~ sCharge-;equwed-mfemqa@en—ea-a

peptkagef-eerpepate—eﬁﬁeer—ehang
1714 Building-Operational Standards and Secunty
1715.6 Reporting €Drug iLo
thiry-(30)-cay
1716 Variation from pPrescriptions—pressription-errors,-deviation-from-prescription
without-copsent-of preseriber
1717 Pharmaceutisal-Pharmaceutical pPractice—dispensing-in-new-cont:
pharmamstmmnta&&en—p;essﬂpbeweewd-dateanémmmﬂphasmaem;and
e-of drug-or device-and-indicati

Ram on-if-generic-and-manufacturer-name;-refill
informationorally-transmitied-preseription-requirements-depot-ofapreseription-or
a-medicatien,-preseription-transfers-identification-of-pharmacist responsibis-for

filling-a-preseription
1717.1 Common Electronic Files—establishing-a-common-electronic-file-to-maintain
o i -

FEGUHH {24 H- I R 4

1717.4 Electronic Transmission of Prescriptions—transmitting-preseriptions-by-elecironis
means#om—pressﬁbe:—te‘{heopharmaey

1718.1 Manufacturer's Expiration Date—han
manufaotu;e#s—expwaﬂen-date«pupsuant—te_fedemaw

1726 PreceptorSupervision of intern Pharmacists
472 m——initern-Pharmasist

1728 Intern-Experience—Requirements for HicersureExamination
1732.1 Reqmrements for ResegmzedﬂAccredlted Prowders-—:eqwrements-te«pmwde

1732.3 Goursewerk—Appreval—fepRFewdestegurremen s for Contlnumq Educanon Courses

17324 Provider Audit Requirements
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1732.5 Renewal Requirements for Pharmacist
1744 Drug wWarnings—oralor-written-warnings-when-a-drug-should-net-be-taken-with
aleohol-ol

Fwhen-a-persen-should-not-drive
175410
4754-08-and
475+44-40
476112 Compounding-Area-for Parenteral-Selutions—parenteral- therapy-requirements-for

pharmagistsand-pharmacies

1751 Sterile Injectable Compounding Area

1751.01 _ Facility and Equipment Standards for Sterite Injectable Compounding from Non-
Sterile ingredients

1751.02__ Policies and Procedures

1751.114 Furnishing to Home Health Agencies and Licensed Hospices

1751.12 _ Obligations of a Pharmacy Furnishing Portable Containers

1771 Posting of aNotice of sSuspension—suspended-pharmacy-must-post-a-netice-of

suspension .
1772 Dlsc1pllnary eCondmons of sSuspensmn—suspended pharmaeist shall-not-enter-a

1780 Mlnlmum sStandards for wWhoIesaIers

1780.1 Minimum Standards for Veterinary Food-Animal Drug Retailers

1781 Exemption eCertificate—exemptee-must-be-present-ina-manufacturer's-of

1786 Exemptions—retura-6f-exemption-cedificate-to-board-upen-termination-of
loyrment

1787 Authorization to Distribute Hemodialysis Drugs and Devices

1790 Assembling and Packaging

1791 Labeling

1792 Receipt of-for Shipment

HEALTH AND SAFETY CODE;-HTLE22

11100 Report of Certaln Chemical: Chemicals included; Exclusions; Penaltiescentrolled
subst af tion—reporing sales-ofrestricted-chemicals-{o-Deparment-of

Justice
11100.1 Report of Chemlcais een#eﬂeé—sabstanseyRecelved from eOutS|de sState

444-24———Iﬂ¥ente¥y—ef-(;en¥relled—3abstanees
11151 Limitation on Filling Prescriptions From Medical Students-issued-By Unlicensed
Person-Lawfully-Rracticing Medicine

11158 Prescnptlon fRequired for Schedule &, I, erlV,_or V sControlled sSubstances—
atrolled-substances-must-comply-with-requirements-priorto

prescr
dispensing;_Exception for Limited Dispensing, Administration
11159 Chart Order Exemption for pPatient in eCounty or iLicensed hHospltaI Maintaining
—controlled-substance-orders-in-hospi

Record for Seven Years- e

11159.1  Chart Order Exemption f Exemption for Clinic RecerdsPatient: Maintaining Record for Seven
Years

11159.2  Exception fo Triplicate Prescription Requirement¥erminally-Hi-Exception

11167 Emergency dDispensing of Schedule li sSubstance: Circumstances and

Requirements—emergency-oral-Schedule l-preseriptions-must-receive-a-triplicate
= 72+
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11167.5

11171
11172
11175

11180

11200
11201
11205
11206
11209
11210
11250
11251
11252

11253
11255

11256
111225 to
111655

Emergency-eQral or Electronic pPrescriptions for_Schedule i Controlied Substance
for Specified iin-patients, Residents, and Home Hospice Patients: Requirements—
oral-ordersfor-Schedule-H-drugs-in-a-skilled-nursing-facility-intermediate-care
{acility-ora-home-health care-agency-previding-hospice-care; pharmacy-to-ebtain
speciatiriplicates from-Dept-of-Justicer-facility-mustfoerward all signed-erderte-the

Prescribing, etc. Controlled Substance Only as Authorizedadministering:-or
furnishing-controlled-substance—furnishing-controlled substances-must-be
consistent-with-law

Antedating or pPostdating pPrescription_Prohibited

Prohibition on Obtaining and-or pPossessierng aNonconforming pPrescnptlon
Prohibition on eQbtaining sControlled sSubstance by aNonconforming gPrescription
Prohibition on Controlled sSubstance eObtained or pPossessed by aNonconforming
pPrescription —p +of a-controlled substance-obtained-frem-ronsomplying
prescriptions

Restrictions on dDispensing or fRefilling; Refill of Schedule 1l Prescription Barred—
refill-restrictions-of-controlled-subst

Emergency Refill by—?harmae}stof Schedule 1, V. or V Prescription;
Circumstances; Requirements

Maintenance and fRetention of Records in Separate {File—separate-prescriptionfile
for-Schedule-i-prescriptions

Required ilnformation_on Prescription—infermationrequired-on-a-preseription-for
controlled-substances

Delivery ef-Gontrolledand Receiving Requirements for Schedule {I. Ill. and 1V
Substances; Violation

Issuing Prescrlptlon By Whom For What Purpose Quantlty to Be Prescnbed

t{eat—aééisﬁen

Authorized Retail Sale by Pharmacists_to Physicians. ete.; Required Order Form
Authorized Wholesale Sale by Pharmacists

Preservation of fFederally fRequired fEorms—a-whelesalerormanufacturermust
maintain-records-ef-sales

Duration of FRetention

Actions ¢Constituting sSale—erders-for-future-delivery-constitutes-a-sale-of-a
contrelled-substance

Required Report of Order 6By or Sale to Out-of-State Wholesaler_or Manufacturer

Adulterated or Misbranded Drugs or Devices

CODE OF FEDERAL REGULATIONS, TITLE 21

1301.13

1301.14

1301.71
1301.72

1301.73

Persons-Required-te-RegisterApplication for registration: time for application;
expiration date; registration for independent activities: application forms, fees
contents and signature; coincident activities.

Separate Regisiration-for-Separate- tionsFiling of application; acceptance for
filing; defective applications.

Security requirements; generatly.

Physical security controls for non-practitioners; narcotic treatment programs and
compounders for narcotic treatment programs; storage areas,

Physical security controls for non-practitioners; compounders for narcotic treatment
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programs; manufacturing and compounding areas.

1301.74  Other security controls for non-practitioners; narcotic treatment programs and
compounders for narcotic treatment programs,

3.1301.77 PhysicalsSecurity controls for practitionsrsfreight forwarding facilities.

2.0ther-Seeurity-Controls-far-Rractitioners

1301.90  Employee screening procedures,

1301.91  Employee responsibility to report drug diversion.

1301.92 lllicit activities by employees,

1302.03  Symbol required; exceptions,

1302.04 Location and size of symbol on label_and Iabeling.

1302.05 Effective Bdates of Llabeling Rrequirements.

1302.06  Sealing of controlled substances.

1302.07 Labeling and packaging requirements for imported and exported substances,

1304-18—Inventories-of- imperers-and-exporiers

1304.11 ___Inventory requirements.

1304.31  Reports from manufacturers importing epiumnarcotic raw material,

1304.32  Reports of manufacturers importing medicinal-coca leaves,

1304.33  Reports to ARCOS,

£ dure-for-ebtaining-erder-for dure for execy

ting-orderforms;

persensenhﬂed to- fm—order—fems—preeedwe#er—mlmgarder—forms—praeedure—fer
endorsing-order-forms:-unaccepted-and defective-orderforms-lostand stolen-order
forms-return-of-unused-order-forms

1305.03  Distributions reguiring a Form 222 or a digitally signed electronic order.

1305.04  Persons entitled to order Schedule { and | controlled substances.

1305.05  Power of attorney.

1305.06 _ Persons entitled to fill orders for Schedule { and Il controlled substances.

1305.11  Procedure for obtaining DEA Forms 222.

1305.12 _ Procedure for executing DEA Forms 222,

1305.14  Procedure for endorsing DEA Forms 222,

1305.15 _Unaccepted and defective DEA Forms 222.

1305.16 __Lost and stolen DEA Forms 222.

1306.03  Persons entitled to issue prescriptions.

1306.05 Manner of issuance of prescriptions,

1306.14  Labeling of substances and filling of prescriptions.—Sehedule-H-

1306.24  Labeling of substances_and fi Ilng of prescriptions.—SeheduleH-and-H/

- . RS

1306.25 Transfer beh 1 pharmacies of prescription information for Schedules lll, IV, and
V controlled substances for refill purposes.

1306.26  Dispensing Wwithout a Pprescription.

1307.11  Distribution by dispenser to another practmoner or reverse distributor.—

1307.12  Manufasture-and-dDistribution i
pharmasistto supplier or manufacturer.

1307.13  Distribution-to-supplierincidental manufacture of controlled substances.

1307.21  Procedure for disposaling of controlled substances,

17001 to
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1707.15 __ Child-resistant containers,

MISCGELLANEQUS—HEALTHAND-SAFETY COBEHTLE 22

44422540
411655 Adulterated-er-misbranded drugs-or-devices

MISCELLANEQUS-FEDERALREGULATIONS

16-GFR-1760-1-to
470746 —iShild-resistant-containers

CATEGORY Il

Minimum: Revocation; Revocation stayed, three years probation (five years probation
where self-administration or diversion of controlied substances-is-invelved
occurred at the licensed premises). All standard terms and conditions shall be
included and optional terms and conditions as appropriate.

Maximum: Revocation
Category [l disc1pl|ne is recommended for:

in violations with a serious potential for harm
3 violations which involve greater disregard for pharmacy law and public

violations which reflect on ethics, care exercised or competence or a
cnmlnal conviction not involving dangerous drugs or controlled substances or
involving possession or use of dangerous drugs or controlled substances.
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Violations of the following codes are as-fellowsrepresentative of this category:
BUSINESS AND PROFESSIONS CODE

650 Rebates or Discounts for Referral Prohibited
650.1 Lease Prohibition — Hospitals or Prescribers
651 Professional Advertising Reguirements

Article 3. Scope of Pactice and Exemptions

4051(b)  Conduct Authorized by Pharmacist-frem-Quiside-RPharmacy

4052 condust-Authorzed-by-RharmasistFurnishing to Prescriber; Permissible Procedures
by Pharmacist in Health Care Facility or Clinic or for Other Health Care Provider

4060 Possassion-of Controlled Substance — Prescription Required; Exceptions

4061 Distribution of Sample-Drugs_as Sample; Written Request Required

4064 Emergency Refills of Prescription Without Prescriber Authorization

4067 Internet; Preseription-Dispensing over-thednternetDangerous Drugs or Devices

without Prescription
1794Proef-of ldentity-of Recipient-for-Controlled-Substance-Rreseriptions

4075 Proof of Identity Required — Oral or Electronic Prescription
4078 False or Misleading Label on Prescription

Article 6. Generd Requirements

4101 Fermination-as-Pharmacist in Charge, Exemptee; Termination of Employment; +
MNetise-Notification to Board

4406Licensed-Employes:Theft-or-impairment

4107Retaining Records-on-Premises

4104 Licensed Employee, Theft or Impairment: Pharmacy Procedures

4105 Retaining Records of Dangerous Drugs and Devices on Licensed Premises;
Temporary Removal; Waivers; Access to Electronically Maintained Records

Article 7. Pharmacies

4124MNon-Resident-Pharmacy-Registration

4112 Nonresident Pharmacy; Registration: Provision of Information to Board; Maintaining
Records; Patient Consultation

4113 Pharmacist in Charge; Notification to Board; Responsibilities

4115 Pharmacy Technician: Activities Permitted; Required Supervision: Activities Limited
to Pharmacist; Registration; Requirements for Registration; Ratios

4447Pharmacy-Technician-Activities

4115.5 Pharmacy Technician Trainee; Placement; Supervision; Requirements

4116 Security of Dangerous Drugs and Devices in —Pharmacy: Pharmacist
Responsibility for Individuals on Premises; Regulations

4117 Security—Hespifal-PharmacyAdmission to Area Where Narcotics are Stored, efc. —

Who May Enter

4120 Non-Rresident Pharmacy; Registration_Required
4125 Pharmacy Quality Assurance Program Required; Records Considered Peer Review
Documents
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Article 9. Hypodemnic Needle and Syringes

"4140 Unlawful Possession
4147 Disposal of Needle or Syringe

Article 11. Wholesalers and Manufacturers

4161 Nonresident Wholesaler: When License Required; Application

4163 Sales-te-Unauthorized RersensFurnishing by Manufacturer or Wholesale
4164 Reperting-by-Manufasturerand-WhelesalersReports Required

4169(a)(1) Prohibited Acts

Article 13. Non-Profit of Free Clinics
4185 Inspections Permitted

Article 14. Surgicd Clinics

4195 | nspections Permitted

Article 19. Disciplinary Proceedings

4301 General-uUnprofessional sConduct ard- subsections (a)-(h). (i}, and (l) threugh-
(@)

4302 Rharmasy-CerperatienDiscipline of Corporate Licensee for Conduct of Officer,
Director, Shareholder

4303 Nonresident Pharmacy: Grounds for Discipling

4304 Out-of-Sstate Distributor;s_Authority to Discipline

4307Faillure-to-Nelify-Board-of Fermination-of Rharmacistin-Charge-Operation-of Pharmaey

witheut-a-Rharmasist

4305 Disciplinary Grounds: Failure of Pharmacy, Pharmacist to Notify Board of
Termination of Pharmacist in Charge: Continuing to Operate Without Pharmagist

4305.5 Disciplinary Grounds: Failure of Other Entity Licensed by Board, ofte-Keep
Pharmacist in-Gharge-or Exemptee in-Gharge-Failure-to Notify Board of
Termination of SamePharmacist in Charge or Exemptee; Continuing to Operate
Without Pharmacist or Exemptee

4308Violation-of-Mesecone-Knex-Professional-Gorporation-Act

4306 Violation of Professional Corporation Act as Unprofessional Conduct

4306.5 Pharmacist-Misuse of Education, etc._by Pharmacist Qutside Course of Practice of
Pharmacy as Unprofessionat Conduct

Article 20. Prohibitions and Offenses

4326 Hyped ~Obtaining-Falsely-MisuseMisdemeanor: Obtaining Needle or Syringe
by Fraud etc Unla wful Use of Needle or Syringe Obtained from Another

4328 Allewing-Compounding-by-Non-pharmasistMisdemeanor: Permitting Compounding
Dispensing, or Furnishing by Non-pharmagist

4330 Rharmaey:-Failure-te-Place-Rharmacistin-Gharge--Subverting Compliance-with
Lavr by-RPharmacist-in—ChargeMisdemeanor: Non-pharmacist Qwner Failing to
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Place Pharmacist in Charge, Dispensing or Compounding_Except by Pharmacist,
Interfering with Pharmacist in Charge

4331 Veternary-Foed-Animal-Drug-Retailer-Dispensing-by-Otherthan-Rharmasist-or
Exempleerailureto-Place-Pharmacist or-Exemplee-in-ChargeMisdemeanor:
Medical Device Refailer, Wholesaler, Veterinary Food-Animal Drug Retailer Failing
to Place Pharmacist or Exemptee in Charge, Permitting Dispensing or
Compounding Except by Pharmacist or Exemptee

4333 Eailure-to-Maintain-Preserptien-FilesMaintaining Prescriptions, Other Drug Records
on Premises, Open to Inspection; Waiver; Willful Failure to Keep or Permit
inspection of Records of Prescriptions, Other Records as Misdemeanor

4340 Advertisementof- Pharmacy-Sepvices-by-Unregistered-Non-Resident
PharmaeyUnlawful Advertising by Nonresident Pharmacy Not Registered with
Board

Article 22. Unfair Trale Practices

4380 Resale of Preferentlally Pnced Drugs;Eme;genGy Proh:bmon Exceptlons

4382 Authentyof—Board {o-May Audlt for—GemphaneeSales to Walk in Customers

CALIFORNIA CODE OF REGULATIONS, TITLE 16

17071 Duty to mMaintain mMedication pProfiles (pPatient mMedication rRecords)_ -
requirements-for-maintenance-of-patient medication profiles

1707.2 Notice to sConsumers and dDuty to sConsult—requirements-of-pharmasistio
consult-pesting-of-netice-to-consumers

1707.3 Reviewing-the patient-profile-prior-to-censultationDuty to Review Drug Therapy and
Patient Medication Record Prior to Deliver

1709.1 Designation of sPharmacist in sCharge

1714.1 Pharmacy Operation dDuring Temporary Absence of a Pharmacist

rraacist-in-Charge
1715 Self-Assessment of a Pharmacy by the Pharmacist-in-Charge
1715.5 Fransmilling-Schedule Il Rreseriplioninformation-te-CURESImplementation of
Electronic Monitoring of Schedule [I Prescriptions
1716.1 Compounding Unapproved dDrugs for pPrescriber aQffice ulse
1716.2 Record rRequirements--when-sCompounding for fEuture fEurnishing
1717.2 Notice of Electronic Prescription Files
1717.3 Preprinted, mMultiple sCheck-off pPrescription bBlanks
1723.1 Confidentiality of Examination Questions

1745 Partial fFilling of Schedule [l pPrescriptions
1751.10  Furnishing to pParenteral pPatient at hHome—earrying-and-furnishing-danrgerous
drugs-to-parenteral-patients
1761(a)  Erroneous or Uncertain Prescriptions—
1764 Unauthorized dDisclosure of pPrescriptions—revealing-the-contents-of-a
1765 Commissions, gGratuities, and rFRebates—cemmission;-gratuity-errebate-to-a
1766 False or mMisleading aAdvertising
1775.3 Compliance with Orders of Abatement
1782 Reporting Sales of Drugs Subject to Abuse
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1783 Manufacturer or Wholesaler Furnishing Drugs or Devices
- th Ordl EA

1793.1 Duties of a Pharmacist

1793.2 Duties of a Pharmacy Technician

1793.3 Other Non-Licensed Pharmacy Personne!

1793.4 Qualifications for Reqistration as a Pharmacy Technician

1783.7 Requirements for Pharmacies Employing Pharmacy Technicians
1793.8 Technicians in Hospitals with Clinical Pharmacy Programs
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HEALTH AND SAFETY CODE;H¥LE-22
11103 Report of £Theft, iLoss, or sShipping dDiscrepancy—reportinglosses-of-rostricted
icals 16D ; E et

n-Grounds-for\Warehouse License
11150 1ssuing-Gentrolled-Substance-PreseriptionPersons Authorized to Write or issue a

Prescription
11152 Nonconforming pPrescriptions_Prohibited—filling-a-prescription-that-deesnet

11154 ssting-Prescriptions, etc. Must Be for Treatment; Knowing Soliciting of Unlawful
Prescription, etc.

11156 Prescribing. etc. Administering-or-dispensing-cControlled sSubstances to aAddict
Only as Authorized—prehibition-on-administering-or-dispensing-a-controlled
substancete-an-addict-or-a-habitual-user

11164 Gompletion-ef pPrescriptions for Schedule Il,_lil. IV and- V eControlled sSubstance;
Form and Content; Record of Practitioner Dispensing Schedule || Controlied
Substance—pressription-requirerentsforcontrolled-substances

11165(d)y CURES Transmission

11166 Time Limit Ffor Filling Schedule Il Prescriptions; Knowingly Filling Mutilated,
Forged, or Altered Prescriptions_Prohibited

11170 Prohibition on Prescribing, etc. sControlled sSubstance for sSelf-use—prohibition-on
prescribing-administering-or-furnishing-cenirolled-substance-to-self

11179 Retenhon of Controlied Substance Prescription-period—presetiptionfile-to-be

11207 FEilling-preseription-oOnly by-pPharmacist or iintern_Authorized to Fill Prescription
pharmacist-dispensing;-compoundingfilling-by-pharma

Rgy T cistorintern-pharmacist
only
11209 Delivery and Receiving Requirements for Schedule I, 111,_and-& IV Substances;
Violation
11350 Possession of sSpecified eControlled sSubstance—illegal-p ion-ofa ti

11377 Unlawful pPossession of sSpecified sSubstance——luegaJ-pessesseen-ef-a—nen-
narcotic-contrelled-substance

CODE OF FEDERAL REGULATIONS, TITLE 21

1304.03  Persons required to keep records and file reports,
1304.04  Maintenance of records and inventories,
1304.11  Generaklinventory requirements,for-inventories
1304.21  General requirements for continuing records,
1304.22  Records for manufacturers, distributors, dispensers, researchers, importers and
exporters.
1305.07 RowerofatterneySpecial procedures for filling certain orders.
1305.13 Preservation-of-erderformsProcedure for filing DEA Forms 222,
1306.04 Purpose of issue of prescription,
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1306.06

Persons entitled to fill prescriptions,

1306:08Admini
1306.11__ -Requirement of-Schedule--Pprescriptions,

1306.12
1306.13
1306.21
1306.22
1306.23

Refilling prescriptions.—Schedule-}f

Partial filling of prescriptions.—Schedule-}
Requirement of prescription.—Schedule-Hl-and-\
Refilling of prescriptions.—~-Sehedule-li-and-M
Partial filling of prescriptions,—SecheduletH-and-B
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CATEGORY it

Minimum: Revocation; Revocation stayed, 90 days actual suspension, three to five years
probation (five years probation where self-administration or diversion of
controlled substances-is-invelved occurred at the licensed premises). All
standard terms and conditions and optional terms and conditions as appropriate.

For a licensed premises, a minimum 14-28 days actual suspension.
Maximum: Revocation

Category lll discipline is recommended for:

1 most criminal convictions involving dangerous drugs or controlled

substances

B knowing or willfully violating laws or regulations pertaining to dispensing
or distributing dangerous drugs or controlled substances

- fraudulent acts committed in connection with the licensee’s practice

drug shortages

violation of a licensee’s corresponding responsibility.

Violations of the following codes are as-foll epresentative of this category:

BUSINESS AND PROFESSIONS CODE
Article 3. Scopeof Practice and Exemptions

4051(a)  Conduct Limited Tto Pharmacist
4060Furnishing-witheut-preseription
4059 Furnishing Dangerous Brugs or Devices Prohibited Without Prescription:

Exceptions
4059.5 Qrdering-Who May Order Dangerous Drugs or Devices: Exceptions

Article 5. Authority of Inspectors

4080 Stock of Dangerous Drugs and Devices Kept Open for Inspection
4081 Records of-Acquisition-and-Dispensing; Dangerous Drugs and Devices Kept Open

for Inspection; Maintenance of Records, Current Inventory
4085(a)  Unlawful to Remove, Sell, Dispose of Embargoed Dangerous Drug or Dangerous

Device

Article 7. Pharmades

4110 Reguirement-of-License Required; Temporary LisensesPermit Upon Transfer of
Ownership

4111 Restrictions on Prescriber Ownership-by-Preseribers-Rrehibited

Article 11. Wholesalers and Manufacturers

4169(a)(2) to
4169(a)(5) Prohibited Acts
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Article 15. Veterinary Food-Animal Retailers

4199 Labeling-Reserdkeeping Requirements; Maintaining Prescription Records
Article 19. DisciplinaryProceedings

4301 Unprofessional Conduct - Ssubsections (i) ard- (k)_and (o)

4307 Prohibition against-of Association with-aof Individual with Entity License_by Board:
Length of Prohibition; individuals Covered: imposition of Prohibition Through
Administrative Act Proceeding

4308 Neotification-of-Licensee-Rersen-is-Prohibited from-Association;;
RepiacementNotification of Affected Licensees Known to Board

Article 20. Prohibitions ard Offenses

4322 Misdemeanor or Infraction: False Representations to ObtainSecure License for Self
or Others; False Representation of Licensure; Penalties

4323 Misdemeanor; False Representation of Self as Physician, Agent of Physician, etc.
by-Felephone-or-Electronic Transmission-to Obtain a-Drug

4324 Felony or Misdemeanor: Forgery of Prescription; Possession of Drugs Obtained
Through Forged PrescriptionerAlteration

4325 Misdemeanor: Manufacture, Possession, efc. of False Predusirg-Prescription
Blanks-Witheut-Autherization

4327 Misdemeanor: Sale, Dispensing, or Compounding While Under the influence Use-of
Aleshel-er-Drugs while-on-Dutyor Alcoholic Beverages

4329 Misdemeanor: Non-pharmacist Taking-ChargeActing as Manager, Compounding,
Dispensing or Furnishing Drugs

4332 Misdemeanor: Failure or Refusal to Maintain or Produce erPrevide-Required Drug
or Device Records; Willful Production of Faise Records
4335 Voided License; Knowing Failure to Arrange for Disposition of Stock as

Misdemeanor

4336 Felony: Knowing or Wiliful Use of Minor to Violate Specified Sections of Pharmacy
Law: Exception for Pharmacist Furnishing Pursuant o a Prescription

4052 ailure-to-Arrange-forFransferof-Stock-after Closure

4053t se-of-Miner-as-Agentio-Viclate-Pharmacy-Law

Article 22. Unfair Trade Practices

4380 Resale of Preferentially Priced Drugs: Prohibition; Exceptions
CALIFORNIA CODE OF REGULATIONS, TITLE 16
1718 Current ilnventory dDefi ned—auéat—a

1761(b) Controlled-substance-prescription—pr
Prescrlgtlon

aHudgrmentErroneous or Uncertain
477440

1771 Posting of Notice of Suspension
1772 Disciplinary Condition of Suspension
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1773 Disciplinary Conditions of Probation of Pharmacist
1774 Disciplinary Conditions of Probation of Permit

HEALTH AND SAFETY CODE;HH-E22

11104 Providing Chemical for lllicit Manufacturing; Evasion of Reporting Requirements:
Penaltiescontrolled-substances-for-manufasturing

11108 False Statement in Report

44422 —Storage-of Control

11150 Persons aAuthorized to wWrite or ilssue a pPrescription

11153 ReSpOHSIblhty for Legitimacy of fsemreued-sabstaaee pPrescrlpt[on_Q_oLesMg
Responsibility of Pharmacist

11153.5 Wholesaler or Manufacturer Furnishing a-eControlled sSubstance for-eOther tThan
for a-lLegitimate mMedlcaI pPurpose Knowmq Violation; Factors in Assessing

Legitimacy-—cerresp! f-a-wholesaler-or-manufacturer
11157 No False or fFictitious pPrescriptions—iseuing-a-false-orfistitious-prescription
11162.5  Counterfeiting or pPossession of eCounterfeit Triplicate pPrescription bBlank;

Penalty

11167.5  Pharmacy Generated Prescription for Schedule Il Controlied Substance in a Skilled
Nursing Facility

11173 Fraud, dDeceit, mMisrepresentation or {False sStatement; False Representation;
False Label-obtaining-controlled-Substances by fraud-er-deceit

11174 Prohibition on Providing_False aName or aAddress_in Connection with Prescription,
etc.—false nameorad

11351 Possession or pPurchase for sSale of sSpecified cControlled sSubstance—illegal
pessessien-for-sale-ofa-narcolic

11368 Forged or aAltered pPrescriptions-forging-a-nareotic-preseription

11375 Possession for sSale or sSelling sSpecified sSubstance

11378 Possession for sSale-illegal-po ion-for-sala-of-a-nenn 4l

11550 Useing or bBeing #Under the-iinfluence of sControlled sSubstance
111285 Manufacturing, Selling or Offering for Sale an Adulterated Drug or Device
111300 Unlawful to Adulterate a Drug

111305 Unlawful to Receive in Commerce an Adulterated Drug

1114490 Unlawful Manufacturer, selling a misbranded Drug

111445 Unlawful for a Person to Misbrand

111450 Unlawful to Receive into Commerce a Drug that is Misbranded

CATEGORY IV
Penalty:  Revocation

Revocation is recommended for violations_of the Uniform Controlled Substance Act (Heath and
Safety Code 11000 et seq.)_involving:

possession for sale

transportation

importation

sale

use of a minor for the unlawful sale of controlled substances

Revocation is also recommended when:
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#=4Ea respondent fails to file a notice of defense or to appear at a disciplinary hearing
where the board has requested revocation in the accusation
| =a respondent violates the terms and conditions of probation from a previous
disciplinary order
| &a=g2prior discipline has been imposed, as progressive discipline unless the

respondent can demonstrate satisfactory evidence of rehabilitation.

| Violations of the following codes are as-followsrepresentative of this category:
| HEALTH AND SAFETY CODE;-HTLE-22

11352 Importing, sSelling, fFurnishing sControlled sSubstance—illegal-sale-of-a-narcstic

11353 Adult iinducing mMinor to ¥Violate contrelied-substances-pProvisions
11379 Transporting, iimporting, sSelling eControlled sSubstances—illegal-sale-ef-a-ron-
narcotic

11380 Adult uUsing, sSoliciting or ilntimidating mMinor for ¥Violation—wvislation-of-non-
parcolic-provisions-or-the-use-of-a-miner
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MODEL DISCIPLINARY LANGUAGE - PREMISES

The following standardized language shall be used in every decision where the order or
condition is imposed.

Revocation—Single Cause

License number , Issued to respondent is revoked.

Fer-premises:-Respondent gwner shall, by the effective date of this decision, arrange for the
destruction of, the transfer to, sale of or storage in a facility licensed by the board of all
controlled substances and dangerous drugs and devices. Respondent owner shall provide

written proof of such disposition, submit a completed Discontinuance of Business form and
return the wall and renewal license to the board within five days of disposition.

Respondent owner shall also, by the effective date of this decision, arrange for the continuation
of care for ongoing patients of the pharmacy by, at minimum, providing a written notice to
ongoing patients that specifies the anticipated closing date of the pharmacy and that identifies
one or more area pharmacies capable of taking up the patients' care, and by cooperating as
may be necessary in the transfer of records or prescriptions for ongoing patients. Within five
days of its provision to the pharmacy's ongoing patients, Respondent owner shall provide a
copy of the written notice to the board. For the purposes of this provision, "ongoing patients”
means those patients for whom the pharmacy has on file a prescription with one or more refills
outstanding. or for whom the pharmacy has filled a prescription within the preceding sixty (60)
days.

Suspension ~-Single-Cause

License number , issued to respondent is suspended for

a period of days beginning the effective of this decision.

Respondent shall cease all pharmacy operations during the period of suspension. Failure to
comply with this suspension shall be considered g violation of probation.

Suspension—Multiple-Causes
Respondent-is-st :'. "frf‘r_n operati for beginning
the-effective-date-of-this-decisiop:
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Standard Stay/Probation Order

, issued to respondent is_revoked-———————-——: however,
is stayed and respondent is placed on probation for
years upon the following terms and conditions:

License number
the revocation.

Issuance of Probationary License (In cases where a Statement of Issues has been filed.)
Fhe-application-for-licensure-of respondent-is-hereby-granted-on-the-fellowing terms-and

3.—‘that,—;espenden&ﬁzst—meet—all-stat&@w—and—;egulaiepyequiremerﬁsiegﬂze—issuanc.e
of-a-li

se-te

)

2. That Fnllnu,ing tha isfacth of.-#4..1 5.4 bea-issuad-and-im Jdiak l\,r
-+ WIHRG-HH ¥ T HGeF RGN

h A

tion-beina-staved
+being

ravnked-tha.order-of
FEVORSE RS- Greer o ponRTnTE
period-of ———years-on-the-follewing-terms-and-conditions:
Upon satisfaction of all statutory and requlatory requirements for issuance of a license a
license shall be issued to respondent and immediately revoked:; the order of revocation is
stayed and respondent is placed on probation for years upon the following terms and
conditions:

nd lentplaced-onprobationfora

&
g
g
g

Surrender

Respondent owner surrenders license number as of the effective date of this
decision. Respondent owner shall relinquish his-er-herthe premises wall license and pecket
renewal license to the board within ten (10) days of the effective date of this decision.

The surrender of respondent's license and the acceptance of the surrendered license by the
board shall constitute the imposition of discipline against respondent. This decision constitutes
a recard of discipline and shall become a part of respondent's license history with the board.

Respondent owner shall, within ten (10) days of the effective date. arrange for the destruction
of. the transfer fo, sale of or storage in a facility licensed by the board of all controlled
substances and dangerous drugs and devices. Respondent owner shall further provide written
proof of such disposition and submit a completed Discontinuance of Business form according to
board guidelines.

Respondent owner shall also, by the effective date of this decision, arrange for the continuation
of care for ongoing patients of the pharmacy by, at minimum. providing a written natice to
ongoing patients that specifies the anticipated closing date of the pharmacy and that identifies
one or more area pharmacies capable of taking up the patients’ care. and by cooperating as
may be necessary in the transfer of records or prescriptions for ongoing patients. Within five
days of its provision to the pharmacy's ongoing patients, Respondent owner shall provide a
copy of the written notice to the board. For the purposes of this provision, "ongoing patients”
means those patients for whom the pharmagy has on file a prescription with one or more refilis
outstanding, or for whom the pharmacy has filled a prescription within the preceding sixty (60)

days.

Respondent owner understands and agrees that if he or she ever files an application for a
licensed premises or a petition for reinstatement in the State of California, the board shall treat

it as a new application for licensure.
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Respondent owner may not reapply for any license;-permit-orregistration from the board for
three (3) years from the effective date of this decision. Respondent owner stipulates that
should he or she apply for any license from the board on or after the effective date of this
decision, all allegations set forth in the [accusation or petition to revoke probation] shall be
deemed to be true, correct and admitted by respondent when the board determines whether to
grant or deny the application. Respondent shall satisfy all requirements applicable to that
license as of the date the application is submitted to the board-insluding-but-netlimited-to
ing-a a inag-the California-Pharmaci icensyre amination-prortothe-issuanceofa
newicense. Respondent is ebligated-required to report this surrender as disciplinary action.

on o

Respondent owner further stipulates that he or she shall reimburse the board for its costs of
investigation and prosecution in the amount of § within days of the
effective date of this decision.

Option: Respondent owner stipulates that should he or she apply for any license from the
board on or after the effective date of this decision the investigation and prosecution costs in
the amount of § shall be paid to the board prior to issuance of the new license.

Public Reprimand

1t is hereby ordered that a public reprimand be issued against licensee, .
Respondent owner is required to report this reprimand as a disciplinary action.

Adoption of Stipulation

Itis understood by respondent owner that, in deciding whether to adopt this stipulation, the
board may receive oral and written communication from its staff and the Attorney General's
Office. Communications pursuant to this paragraph shall not disqualify the board or other
persons from future participation in this or any other matter affecting respondent. In the event
this settlement is not adopted by the board, the stipulation will not become effective and may
not be used for any purpose, except this paragraph, which shall remain in effect.
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STANDARD CONDITIONS - To be included in all probation decisions/orders.

Ferm-Number-{Numbersreflect-astuaHerm-and-conditien-numbers-as-listed-beginning-with
page ————3}

Obey aAll laws

Reporting to the Board

Interview with the Board

Cooperationg with Board Staff
Reimbursement of Board Costs

Probation Monitoring Costs

Status of License

License Surrender wWhile on Probation/Suspension
5 Notice to Employees

10.  Owners and Officers; Knowledge of the {Law
11, Posted Notice of Probation

412, Violation of Probation

42——13. ___Completion of Probation

N RN~

©o

OPTIONAL CONDITIONS

4Actual-Suspension

2:-14.  Community Services Program
3:15. _ Restitution

4:16. _Separate File of Records

5:17. _Report of Controlled Substances
6:18. __Surrender of DEA Permit
#19.__Posted Notice of Suspension
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STANDARD CONDITIONS: TO BE INCLUDED IN ALL PROBATIONS
4:1. __Obey All Laws

Respondent owner shall obey all state and federal laws and regulations-substantialiy-related-to
- : o¥.

Respondent owner shall report any of the following occurrences to the board, in writing, within
seventy-two (72} hours of such occurrence:
= an arrest or issuance of a criminal complaint for violation of any provision of the
Pharmacy Law, state and federal food and drug laws, or state and federal controlled
substances laws
= aplea of guilty or nolo contendre in any state or federal criminal proceeding to any
criminal complaint, information or indictment
= a conviction of any crime
= discipline, citation, or other administrative action filed by any state and-or federal agency
which involves respondent’s license or which is related to the practice of
pharmacy or the manufacturing, obtaining, handling or distributieng, -e=billing, or
charging for ef-any drug, device or controlled substance.

Failure to timely report any such occurrence shall be considered a violation of probation.

2:2. __Reporting to the Board

Respondent owner shall report to the board quarterly, on a schedule as directed by the board or
its designee. The report shall be made either in person or in writing, as directed. Among other
requirements. Rrespondent owner shall state in each report under penaity of perjury whether
there has been compliance with all the terms and conditions of probation. Failure to submit
timely reports in a form as directed shall be considered a violation of probation. Any period(s)
of delinquency in submission of reports as directed may be added to the total period of
probation. Moreover, Jif the final probation report is-netis not made as directed, probation shall
be automatically extended autematicaliy-untii such time as the final report is made and
accepted by the board.

3:3. Interview with the Board

Upon receipt of reasonable prior notice, respondent owner shall appear in person for interviews
with the board or its designee, upen-reguestat varieussuch intervals at-aand locations te-be-as
are determined by the board_or its designee. Failure to appear for any scheduled interview
without prior notification to board staff, ar failure to appear for two (2} or more scheduled
interviews with the board or its designee during the period of probation, shall be considered a
violation of probation.

44. Cooperatione with Board Staff

Respondent owner shall cooperate with the board's inspectionat program and in-with the
board's monitoring and investigation of respondent's compliance with the terms and conditions
of his or her probation. Failure to semply-cooperate shall be considered a violation of
probation.
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&:5. Reimbursement of Board Costs

As a condition precedent to successful completion of probation, Rrespondent owner shall pay to
the board its costs of investigation and prosecution in the amount of $ . Respondent
owner shall make said payments as follows: . There shali be no
deviation from this schedule absent prior written approval by the board or its designee, Failure

to pay costs by the deadline(s) as directed shall be considered & violation of probation.

The filing of bankruptcy by respondent owner shall not relieve respondent of his or her

responsibility to reimburse the board its costs of investigation and prosecution.

6:6. Probation Monitoring Costs

Respondent owner shall pay the-any costs associated with probation monitoring as determined
by the board each and every year of probation. Such costs shall be payable to the board-at-the
end-of-each-year-of-probation on a schedule as directed by the board or its designee. Failure to
pay such costs by the deadline(s) as directed shall be considered a violation of probation.

Z7. __Status of License

Respondent owner shall, at all times while on probation, maintain a-current licensure with the
board. If respondent gwner submits an application to the board, and the application is
approved, for a change of location, change of permit or change of ownership, the board shall
retain continuing jurisdiction over the license, and the respondent shall remain on probation as
determined by the board._Failure to maintain current licensure shall be considered a viclation of

probation,

if respondent license expires or is cancelled by operation of law or otherwise at any time during
the period of probation, including any extensions thereof or otherwise, upon renewal or
reapplication respondent’s license shall be subject to all terms and conditions of this probation
not previously satisfied.

8.8. License Surrender wWhile on Probation/Suspension
Following the effective date of this decision, should respondent cease-practice-due-to-retirement
orhealth-orbe-otherwise-unable to-satisfy-the-terms-and-conditions-of probatienowner
discontinue business, respondent owner may tender his-erher-the premises license to the
board for surrender. The board or its designee shall have the discretion whether to grant the
request for surrender or take any other action it deems appropriate and reasonable. Upon
formal acceptance of the surrender of the license, respondent will no longer be subject to the
terms and conditions of probation.

Upon acceptance of the surrender, respondent owner shall relinquish his-er-her-pasket-the
premises wall and renewal license to the board within ten (10} days of notification by the board
that the surrender is accepted. Respondent owner shall further submit a completed
Discontinuance of Business form according to board guidelines and shall notify the board of the

records inventory transfer.
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Respondent owner shall also, by the effective date of this decision. arrange for the continuation
of care for ongoing patients of the pharmacy by, at minimum, providing a written notice to
ongoing patients that specifies the anticipated closing date of the pharmacy and that identifies
one of more area pharmacies capable of taking up the patients’ care, and by cooperating as

may be necessary in the transfer of records or prescriptions for ongoing patients. Within five
days of its provision to the pharmacy's ongoing patients, Respondent owner shall provide a
copy of the written notice fo the board. For the purposes of this provision, "ongoing patients”
means those patients for whom the pharmacy has on file a prescription with one or more refills
outstanding, or for whom the pharmacy has filled a prescription within the preceding sixty (60)

days.

Respondent owner may not reapply for any liserse-new licensure from the board for three (3)
years from the effective date of the surrender. Respondent owner shall meet all requirements
applicable to the license sought as of the date the application for that license is submitted to the
board.

Respondent owner further stipulates that he or she shall reimburse the board for its costs of
investigation and prosecution prior to the acceptance of the surrender.

8:9. _Notice to Employees

Respondent owner shall, upon or before the effective date of this decision, ensure that all
employees involved in permit operations are made aware of all the terms and conditions of
probation, either by posting a notice of the terms and conditions, circulating such notice, or
both. If the notice required by this provision is posted, it shall be posted in a prominent place
and shall remain posted throughout the probation period. Respondent owner shall ensure that
any employees hired or used after the effective date of this decision are made aware of the
terms and conditions of probation by posting a notice, circulating a notice, or both._Additionally
respondent owner shall submit written notification to the board, within fifteen (15) days of the
effective date of this decision. that this term has been satisfied. Failure to submit such

notification to the board shall be considered a violation of probation.

I "Employees" as used in this provision includes all full-time, part-time, volunteer,
temporary and relief employees and independent contractors employed or hired at any
time during probation.
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40:10. Owners and Officers: Knowledge of the Law

Respondent shall provide, within thirty (30) days after the effective date of this decision, signed
and dated statements from its owners, including any owner or holder of ten percent (10%) or
more of the interest in respondent or respondent's stock, and any officer, stating under penalty
of perjury that said individuals have read and are familiar with state and federal laws and
regulations governing the practice of pharmacy._The failure to timely provide said statements
under penalty of periury shall be considered a violation of probation.

11.  Posted Notice of Probation

Respondent owner shall prominently post a probation notice provided by the board in a place
conspicuous and readable to the public. The probation notice shall remain posted during the
entire period of probation,

Respondent owner shall not, directly or indirectly, engage in any conduct or make any
statement which is intended to mislead or is likely to have the effect of misleading any patient.
customer, member of the public, or other person(s) as to the nature of and reasen for the
probation of the licensed entity.

Failure to post such notice shall be considered a violation of probation.

11:12, Violation of Probation

If a respondent owner has not complied with any term or condition of probation, the board shall
have continuing jurisdiction over respondent license, and probation shali be automatically
extended until all terms and conditions have been satisfied or the board has taken other action
as deemed appropriate to treat the failure to comply as a violation of probation. to terminate
probation, and to impose the penalty that was stayed.

If respondent owner violates probation in any respect, the board, after giving respondent owner
notice and an opportunity to be heard, may revoke probation and carry out the disciplinary order
which-that was stayed. Notice and opportunity to be heard are not required for those provisions
stating that a violation thereof may lead to automatic termination of the stav and/or revocation
of the ficense. If a petition to revoke probation or an accusation is filed against respondent
during probation, the board shall have continuing jurisdiction and the period of probation shall
be automatically extended; until the petition to revoke probation or accusation is heard and
decided.

te{msand c@ndmenshave—beewsabsﬁed«anhe—beard—has%akeaether—ae&enasdeemed

appropriate-to-treat-the-fallure-to-comply-as-a-viel -of probation{o-lerminate-prok y-and
to-impose-the-penalty-which-was-stayed:

42:13. Completion of Probation

Upon written notice by the board or its designee indicating successful completion of probation,
respondent's license will be fully restored.
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2:14. Community Setvices Program

Within sixty (60) days of the effective date of this decision, respondent owner shall submit to the
board_or its designee, for its-prior approval, a community service program in which respondent
shall provide free health-care related services en-aregular-basis-to a community or charitable
facility or agency for at least hours per for the first of probation.

Within thirty (30) days of board approval thereof, respondent owner shall submit documentation
1o the board demonstrating commencement of the community service program. Respondent
owner shall report on progress with the community service program in the guarterly reports.

Failure to limely submit,_commence, or comply with the program shall be considered a violation
of probation.

3:15. Restitution (Appropriate in cases of drug diversion, theft, fraudulent biling, or patient harm
resulting from negligence or incompetence.)

— Within days of the effective date of this decision, respondent owner shall
pay restitution to in the amount of $ ._Failure to make restitution by this
deadline shall be considered a violation of probation.

4.16. Separate File of Records

Respondent owner shall maintain and make available for inspection a separate file of all
records pertaining to the acquisition or disposition of all controlled substances. _Failure to
maintain such file or make it available for inspection shall be considered a violation of probation,

5.17. _Report of Controlled Substances

Respondent owner shall submit quarterly reports to the board detailing the total acquisition and
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disposition of such controlled substances as the board may direct. Respondent owner shall
specify the manner of disposition (e.g., by prescription, due to burglary, etc.) or acquisition
(e.g., from a manufacturer, from another retailer, etc.) of such controlled substances.
Respondent owner shall report on a quarterly basis or as directed by the board. The report
shall be delivered or mailed to the board no later than ten (10) days following the end of the
reporting period._Failure to timely prepare or submit such reports shall be considered a

violation of probation,
6:18. Surrender of DEA Permit

Within thirty (30) days of the effective date of this decision, Rrespondent pharmacy shall

surrender its federal Drug Enforcement Administration (DEA) permit to the DEA, for
cancellation-within-30-days-of-the-effective-date-of this-decision. _Respondent pharmacy shall

provide documentary proof of such cancellation to the board or its designee. Thereafter,
respondent pharmacy shall not apply/reapply for a DEA registration number without the prior
written consent of the board or its desianee.

Option: Respondent pharmacy may obtain a DEA permit restricted to Schedule(s)
controlled substance(s).

Option: Respondent pharmacy shall not order, receive, or retain any federal order forms,
including 222 forms, for controlled substances.

719. Posted Notice of Suspension

Respondent owner shall prominently post a suspension notice provided by the board in a place
conspicuous and readable to the public. The suspension notice shall remain posted during the
entire period of astual-suspension_ordered by this decision.

Respondent owner shall not, directly or indirectly, engage in any conduct or make any
statement, orally, electronically or in writing, which is intended to mislead or is likely to have the
effect of misleading any patient, customer, member of the public, or other person{s} as to the
nature of and reason for the closure of the licensed entity.

| 2me20016/2007
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Subcommittee Recommendation to Pursue 15-day Notice
To Repeal Title 16 CCR §§ 1716.1 and 1716.2,
Adopt Title 16 CCR §§ 1735 - 1735.8 And
Amend Title 16 CCR §§ 1751 — 1751.8 Regarding Requirements for

Repeal Section 1716.1 of Division 17 of Title 16 of the California Code of Regulations to read as
follows:

Deletions to the regulatory text are indicated by double strike-through, thus: deletedtanauage. Additions to the
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Article 4.5 Combounding

Add Section 1735 of Division 17 of Title 16 of the California Code of Regulations to read as
follows:

§1735. Compounding in Licensed Pharmacies

(a) “Compounding” means any of the following activities occurring in a licensed pharmacy,
by or under the supervision of a licensed pharmacist, pursuant to a prescription:

(1) Altering the dosage form or delivery system of a drug
(2) Altering the strength of a drug
(3) Combining components or active ingredients
(4) Preparing a drug product from chemicals or bulk drug substances
(b) “Compounding” does not include reconstitution of a drug pursuant to a manufacturer’s
direction(s) for oral, rectal topical, or injectable administration, nor does it include tablet
splitting or the addition of flavoring agent(s) to enhance palatability.

(c) “Compounding” does not include, except in small quantities under limited circumstances

as justified by a specific, documented, medical need, preparation of a compounded drug
product that is commercially available in the marketplace or that is essentially a copy of a

drug product that is commercially available in the marketplace.

(d) The parameters and requirements stated by this Article 4.5 (Section 1735 et seq.) apply to

all compounding practices. Additional parameters and requirements applicable solely to
sterile injectable compounding are stated by Article 7 (Section 1751 et seq.).

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections
4005, 4036, 4037, 4051, 4052. and 4127, Business and Professions Code.

Add Section 1735.1 of Division 17 of Title 16 of the California Code of Regulations to read as
follows:

§1735.1. Compounding Definitions

(2) “Integrity” means retention of potency until the expiration date noted on the label.

(b) “Potency” means active ingredient strength within +/- 10% of the labeled amount. -

(c) “Quality” means the-absence of harmful levels of contaminants, including filth, putrid, or

decomposed substances, and absence of active ingredients other than those noted on the
label.

(d) “Strength” means amount of active ingredient per unit of a compounded drug product.

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections
4005, 4036, 4037, 4051, 4052, and 4127, Business and Professions Code.
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Aclld Section 1735.2 of Division 17 of Title 16 of the California Code of Regulations to read as
follows:

§1735.2. Compounding Limitations and Requirements

(a) Except as specified in (b) and (c), no drug product shall be compounded prior to receipt
by a pharmacy of a valid prescription for an individual patient where the prescriber has -
am)roved use of a compounded drug product either orally or in wntm,q Where approval

is given orally, that approval shall be noted on the prescription prior to compounding.

(b) A pharmacy may prepare and store a limited quantity of a compounded dru,q product in
advance of receipt of a patient-specific prescription where and solely in such quantity as
is necessary to ensure continuity of care for an identified population of patients of the
pharmacy based on a documented history of prescriptions for that patient population.

(c) Pursuant to Business and Professions Code section 4052(a)(1), a “reasonable quantity” of
compounded drug product may be furnished to a prescriber for office use upon prescriber
order, where “reasonable quantity” is that amount of compounded drug product that:

(1) is sufficient for administration or application to patients in the prescriber’s office,
or for distribution of not more than a 72-hour supply to the prescriber’s patients,
as estimated by the prescriber; and

(2) is reasonable considering the intended use of the compounded medication and the
nature of the prescriber's practice; and

(3) for any individual prescriber and for all prescribers taken as a whole, is an
amount which the pharmacy is capable of compounding in compliance with
pharmaceutical standards for integrity, potency, quality and strength of the
compounded drug product.

(d) A drug product shall not be compounded until the pharmacy has first prepared a written
master formula record that includes at least the following elements:

(1) Active ingredients to be used.

(2) Inactive ingredients to be used.

(3) Process and/or procedure used to prepare the drug.

(4) Quality reviews required at each step in preparation of the drug.
(5) Post-compounding process or procedures required, if any.

(6) Expiration dating requirements.

(e) Where a pharmacy does not routinely compound a particular drug product, the master
formula record for that product may be recorded on the prescription document itself.

(f) The pharmacist performing or supervising compounding is responsible for the integrity,
potency, quality, and labeled strength of a compounded drug product until it is dispensed.

(g) All chemicals, bulk drug substances, drug products, and other components used for drug
compounding shall be stored and used according to compendial and other applicable
requirements to maintain their integrity. potency, quality, and labeled strength.

(h) Every compounded drug product shall be given an expiration date representing the date
beyond which, in the professional judgment of the pharmacist performing or supervising
the compounding, it should not be used. This “beyond use date” of the compounded drug
product shall not exceed 180 days from preparation or the shortest expiration date of any
component in the compounded drug product, unless a longer date is supported by stability
studies of finished drugs or compounded drug products using the same components and
packaging. Shorter dating than set forth in this subsection may be used if it is deemed
appropriate in the professional judgment of the responsible pharmacist.
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(i) The pharmacist performing or supervising compounding is responsible for the proper
preparation, labeling, storage, and delivery of the compounded drug product.

() Prior to allowing any drug product to be compounded in a pharmacy, the pharmacist-in-
charge shall complete a self-assessment form for compounding pharmacies developed by
the board (form 17m-39 rev. 10/07). That form contains a fist section applicable to all
compounding, and a second section applicable to sterile injectable compounding. The
first section must be completed by the pharmacist-in-charge before any compounding is
performed in the pharmacy. The second section must be completed by the pharmacist-in-
charge before any sterile injectable compounding is performed in the pharmacy. The
applicable sections of the self-assessment shall subsequently be completed before July 1
of odd-numbered each year, within 30 days of the start of a new pharmacist-in-charge.
and within 30 days of the issuance of a new pharmacy license. The primary purpose of
the self-assessment is to promote compliance through self-examination and education.

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections
4005, 4036, 4037, 4051, 4052, and 4127, Business and Professions Code.

follows:

Add Section 1735.3 of Division 17 of Title 16 of the California Code of Regulations to read as
§1735.3. Records of Compounded Drug Products | |

(a) For each compounded drug product, the pharmacy records shall include:

(1) The master formula record.

(2) The date the drug product was compounded.

(3) The identity of the pharmacy personnel who compounded the drug product.

(4) The identity of the pharmacist reviewing the final drug product.

(5) The quantity of each component used in compounding the drug product.

(6) The manufacturer and lot number of each component. If the manufacturer name
is demonstrably unavailable, the name of the supplier may be substituted.
Exempt from the requirements in this paragraph are sterile products compounded
on a one-time basis for administration within two hours to an inpatient in a health
care facility licensed under section 1250 of the Health and Safety Code.

(7) The equipment used in compounding the drug product.

(8) A pharmacy assigned reference or lot number for the compounded drug product.

(9) The expiration date of the final compounded drug product.

(10) The quantity or amount of drug product compounded.

(b) Pharmacies shall maintain records of the proper acquisition, storage. and destruction of
chemicals, bulk drug substances, drug products, and components used in compounding.

(c) Chemicals, bulk drug substances, drug products, and components used to compound drug
products shall be obtained from reliable suppliers. The pharmacy shall acquire and retain
any available certificates of purity or analysis for chemicals, bulk drug substances, drug
products, and components used in compounding. Certificates of purity or analysis are not
required for drug products that are approved by the Food and Drug Administration.

(d) Pharmacies shall maintain and retain all records required by this article in the pharmacy
in a readily retrievable form for at least three years from the date the record was created.

Authority cited: Sections 4005 and 4127. Business and Professions Code. Reference: Sections -
4005, 4036, 4037, 4051, 4052, and 4127, Business and Professions Code.
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Add Section 1735.4 of Division 17 of Title 16 of the California Code of Regulations to read as
follows:

§1735.4. Labeling of Compounded Drug Products

(a) In addition to the labeling information required under Business and Professions Code

section 4076, the label of a compounded drug product shall contain the generic name(s)
of the principal active ingredient(s). '

(b) A statement that the drug has been compounded by the pharmacy shall be included on the
container or on the receipt provided to the patient.

(c) Drug products compounded into unit-dose containers that are too small or otherwise
impractical for full compliance with subdivisions (a) and (b) shall be labeled with at least
the name(s) of the active ingredient(s), concentration or strength, volume or weight
pharmacy reference or lot number, and expiration date. ’

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections
4005, 4036, 4037, 4051, 4052, 4076 and 4127, Business and Professions Code.

Add Section 1735.5 of Division 17 of Title 16 of the California Code of Regulations to read as
follows:

81735.5. Compounding Policieé and Procedures

(a) Any pharmacy engaged in compounding shall maintain a written policy and procedure
manual for compounding that establishes procurement procedures, methodologies for the

formulation and compounding of drugs, facilities and equipment cleaning, maintenance,
operation, and other standard operating procedures related to compounding.

(b) The policy and procedure manual shall be reviewed on an annual basis by the pharmacist-
in-charge and shall be updated whenever changes in processes are implemented.

(c) The policy and procedure manual shall include the following

(1) Procedures for notifying staff assigned to compounding duties of any changes in
processes or to the policy and procedure manual.

(2) Documentation of a plan for recall of a dispensed compounded drug product where
subsequent verification demonstrates the potential for adverse effects with continued
use of a compounded drug product.

(3) The procedures for maintaining, storing, calibrating, cleaning, and disinfecting
equipment used in compounding, and for training on these procedures as part of the
staff training and competency evaluation process.

(4) Documentation of the methodology used to test integrity, potency, quality, and
labeled strength of compounded drug products.

(5) Documentation of the methodology used to determine appropriate expiration dates for
compounded drug products.

| Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections
! 4005, 4036, 4037, 4051, 4052, and 4127, Business and Professions Code.

Add Section 1735.6 of Division 17 of Title 16 of the California Code of Regulations to read as
follows:

8§1735.6. Compounding Facilities and Equipment
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(a) Any pharmacy engaged in compounding shall maintain written documentation regarding
the facilities and equipment necessary for safe and accurate compounded drug products.
Where applicable, this shall include records of certification(s) of facilities or equipment.

(b) Any equipment used to compound drug products shall be stored, used, and maintained in
accordance with manufacturers’ specifications.

(¢) Any equipment used to compound drug products for which calibration or adjustment is
appropriate shall be calibrated prior to use to ensure accuracy. Documentation of each
such calibration shall be recorded in writing and these records of calibration shall be
maintained and retained in the pharmacy.

Authority cited: Sections 4005 and 4127. Business and Professions Code. Reference: Sections
4005, 4036, 4037, 4051, 4052, and 4127, Business and Professions Code.

Add Section 1735.7 of Division 17 of Title 16 of the California Code of Regulations to read as
follows:

§1735.7. Training of Compounding Staff

(a) Any pharmacy engaged in compounding shall maintain written documentation sufficient
to demonstrate that pharmacy personnel have the skills and training required to properly
and accurately perform their assigned responsibilities relating to compounding.

(b) The pharmacy shall develop and maintain an on-going competency evaluation process for
pharmacy personnel involved in compounding, and shall maintain documentation of any
and all training related to compounding undertaken by pharmacy personnel.

(c) Pharmacy personnel assigned to compounding duties shall demonstrate knowledge about
processes and procedures used in compounding prior to compounding any drug product.

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections
4005. 4036, 4037, 4051, 4052, and 4127, Business and Professions Code.

Deletions to the regulatory text are indicated by double strike-through, thus: geletedJanguage. Additions to the
regulatory text are indicated by a double underline, thus: added language.




Add Section 1735.8 of Division 17 of Title 16 of the California Code of Regulations to read as
follows:
§1735.8. Compounding Quality Assurance

(a) Any pharmacy engaged in compounding shall maintain, as part of its written policies and
procedures, a written quality assurance plan designed to monitor and ensure the integrity,
potency, quality, and labeled strength of compounded drug products.

(b) The quality assurance plan shall include written procedures for verification, monitoring,
and review of the adequacy of the compounding processes and shall also include written
documentation of review of those processes by gualified pharmacy personnel.

(c) The quality assurance plan shall include written standards for qualitative and quantitative
integrity, potency, quality, and labeled strength analysis of compounded drug products.
All gualitative and quantitative analysis reports for compounded drug products shall be
retained by the pharmacy and collated with the compounding record and master formula.

(d) The quality assurance plan shall include a written procedure for scheduled action in the
event any compounded drug product is ever discovered to be below minimum standards
for integrity, potency, quality, or labeled strength.

Authority cited: Sections 4005 and 4127. Business and Professions Code. Reference: Sections
4005, 4036, 4037, 4051, 4052, and 4127, Business and Professiqns Code.
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Article 7 Sterile Injectable Compounding

Amend Section 1751 of Division 17 of Title 16 of the California Code of Regulations to read as
follows:
§1751. Sterile Injectable Compounding; Compounding Area.

{a) Any pharmacy engaged in compounding sterile injectable drug products shall conform to -
the parameters and requirements stated by Article 4.5 (Section 1735 et seq.), applicable - |

to all compounding, and shall also conform to the parameters and requirements stated by
this Article 7 (Section 1751 et seqg.), applicable solely to sterile injectable compeounding.

(b) Fre Any pharmacy doing sterile injectable compounding shall have a designated area for
the preparation of sterile injectable products which shall meet the following standards:

(1) Clean Room and Work Station Requirements, shall be in accordance with Section
490A.3.1 of Title 24, Part 2, Chapter 4A of the California Code of Regulations.

(2) Walls, ceilings and floors shall be constructed in accordance with Section 490A.3
of Title 24. Part 2. Chanter 4A of the California Code of Regulations.

(3) Be ventilated in a manner in accordance with Section 505.12 of Title 24, Part 4,
Chanter 5 of the California Code of Regulations.

(4) Be certified annually by a qualified technician who is familiar with the methods
and procedures for certifving laminar air flow hoods and clean room
requirements. in accordance with standards adopted by the United States General
Services Administration. Certification records must be retained for at least 3
years.

(5) The pharmacy shall be arranged in accordance with Section 490A.3 of Title 24,
Part 2, Chapter 4A of the California Code of Regulations. Items related to the
compounding of sterile iniectable products within the compounding area shall be
stored in such a way as to maintain the integrity of an aseptic environment.

(6) A sink shall be included in accordance in with Section 490A.3.4 of Title 24, Part
2. Chapter 4A of the California Code of Regulations.

(7) There shall be a refrigerator and/or freezer of sufficient capacity to meet the
storage requirements for all material requiring refrigeration.

{c) Any pharmacy compounding a sterile injectable product from one or more non-sterile
ingredients shall comply with Business and Professions Code section 4127.7.

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections
4005, 4036. 4037. 4051, 4052, 4127 and 4127.7, Business and Professions Code; and Section
18944(a), Health and Safety Code.
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Renumber section 1751.3 to new section 1751.1 and amend section 1751.1 of D1V131on 17 of
Title 16 of the California Code of Regulations to read as follows:

§17513._1751.1. Sterile Injectable Recordkeeping Requirements.

(2) Pharmacies compounding sterile injectable products for future use pursuant to section
1716-1 1735.2 shall, in addition to those records required by section +746:2 1735.3, have
make and keep records indicating the name, lot number, amount, and date on which the
products were provided to a prescriber.

(b) In addition to the records required by section 1735.3 and subdivisions (a), for sterile

products compounded from one or more non-sterile ingredients, the following records
must be maintained for-atleast-three-years made and kept by the pharmacy:

(1) The training and competency evaluation of employees in sterile product
procedures.

(2) Refrigerator and freezer temperatures.

(3) Certification of the sterile compounding environment.

(4) Other facility quality control logs specific to the pharmacy’s policies and
procedures (e.g., cleaning logs for facilities and equipment).

(5) Inspection for expired or recalled pharmaceutical products or raw ingredients.

(6) Preparation records including the master work sheet, the preparation work sheet,
and records of end-product evaluation results.

Pharmac1es shall mamtaln and retam all records requlred by th1s artlcle

in the pharmacy in a readily retrievable form for at least three years from the date the
record was created.

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sectiong
4005, 4036, 4037, 4051, 4052, and 4127, Business and Professions Code.

Amend Section 1751.2 of Division 17 of Title 16 of the California Code of Regulations to read
as follows:

§1751.2. Sterile Injectable Labeling Requirements.

In addition te-existingtabelingrequirements to the labeling information required under Business
and Professions Code section 4076 and section 1735.4, a pharmacy which compounds sterile
-injectable products shall include the following information on the labels for those products:

(a) Telephone number of the pharmacy, except for sterile injectable products dispensed for
inpatients of a hospital pharmacy.

(b) Name and concentrations of ingredients contained in the sterile injectable product.

(c) Instructions for storage and handling.

(d) All cytotdxic agents shall bear a special label which states "Chemotherapy -Dispose of
Properly."

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections
4005, 4036, 4037, 4051, 4052, 4076 and 4127, Business and Professions Code.

Deletions to the regulatory text are indicated by double strike-through, thus: deleteedanguage. Additions to the
regulatory text are indicated by a double underline, thus: added language.



Renumber section 1751.02 to new section 1751.3 and amend section 1751.3 of Division 17 of
Title 16 of the California Code of Regulations to read as follows:

§1—75—1—.02= 1751.3. Sterile Injectable Policies and Procedures.

3 ; Any pharmacy
engaged in compounding_sterile injectable drug products shall maintain a written policy

and procedure manual for compounding that includes, in addition to the elements
reqguired by section 1735.5, written policies and procedures reqarding the following:

(1) Compounding. filling. and labeling of sterile injectable compounds.

(2) Labeling of the sterile injectable product based on the intended route of
administration and recommended rate of administration.

(3) Eauipment and supplies.

(4) Training of staff in the preparation of sterile injectable products.

(5) Procedures for handling cvtotoxic agents.

(6) OQuality assurance program.

(7) Record keeping requirements.

(b) The ingredients and the compounding process for each preparation must be determined in writing before
compounding begins and must be reviewed by a pharmacist.

{c) Pharmacies compounding sterile injectable products shall have written policies and
- procedures for the disposal of infectious materials and/or materials containing cytotoxic
residues. The written policies and procedures shall describe the pharmacy protocols for
cleanups and spills in conformity with local health jurisdiction standards.

(d) Pharmacies compounding sterile injectable products from one or more non-sterile
.ingredients must have written policies and procedures that comply with the following:

(1) All written policies and procedures shall be immediatelv available to all
- personnel involved in these activities and board inspectors.

(2) All personnel involved must read the policies and procedures before
compounding sterile iniectable products. and anv additions. revisions. and
deletions to the written policies and procedures must be communicated to all
personnel involved in sterile compounding.

(3) Policies and procedures must address at least the following:

(A) Competency evaluation.

(B) Storage and handling of products and supplies.

(C) Storage and delivery of final products.

(D) Process validation.

(E) Personnel access and movement of materials into and near the controlled
area.

(F) Use and maintenance of environmental control devices used to create the
critical area for manipulation of sterile products (e.g.. laminar-airflow
workstations. biological safety cabinets, class 100 cleanrooms, and barrier
isolator workstations).

(G) Regular cleaning schedule for the controlled area and any equipment in
the controlled area and the alternation of disinfectants. Pharmacies subject
to an institutional infection control policy may follow that policy as it
relates to cleaning schedules and the alternation of disinfectants in lieu of
complving with this subdivision.

(H) Disposal of packaging materials. used syringes. containers, and needles to
enhance sanitation and avoid accumulation in the controlled area.

Deletions to the regulatory text are indicated by double strike-through, thus: defeteddanguage. Additions to the
regulatory text are indicated by a double underline, thus: added language.



(I) For sterile batch compounding, written policies and procedures must be
established for the use of master formulas and work sheets and for
appropriate documentation.

(J) Sterilization.

(K) End-product evaluation and testing.

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections
4005, 4036, 4037, 4051, 4052, and 4127, Business and Professions Code.

Renumber section 1751.01 to new section 1751.4 and amend section 1751.4 of Division 17 of
Title 16 of the California Code of Regulations to read as follows:
§1751.01: 1751.4. Facility and Equipment Standards for Sterile Injectable Compounding

(a) No sterile injectable product shall be prepared- compounded if it is known, or reasonably
should be known, that the compounding environment fails to meet criteria specified in
the pharmacy's written policies and procedures for the safe compounding of sterile
injectable drug products.

(b) During the preparation of sterile inj ectable products, access to the designated area or cleanroom must be limited to
those individuals who are properly attired.

(c) All equipment used in the designated area or cleanroom must be made of a material that can be easily cleaned and
disinfected.

(d) Exterior workbench surfaces and other hard surfaces in the designated area, such as walls, floors, ceilings, shelves,
tables, and stools, must be disinfected weekly and after any unanticipated event that could increase the risk
of contamination.

(e) Pharmacies preparing parenteral cytotoxic agents shall be do so in accordance with
Section 4-1106(b) of Title 24 of the California Administrative Code, requiring a laminar

air flow hood. The hood must be certified annually by a gualified technician who is
familiar with the methods and procedures for certifying laminar air flow hoods and clean
room reguirements, in accordance with National Sanitation Foundation Standard 49 for
Class II (Laminar Flow) Biohazard Cabinetry, as revised May, 1983 (available from the
National Sanitation Foundation, 3475 Plymouth Road, P.O. Box 1468, Ann Arbor,

Michigan 48106, phone number (313) 769-8010) or manufacturer's specifications.
Certification records must be retained for at least 3 years.

Authority cited: Sectiorig 4005 and 4127, Business and Professions Code. Reference: Sections
4005,4036, 4037, 4051, 4052, and 4127, Business and Professions Code; and Section 18944(a),
Health and Safety Code.

Repeal Section 1751.1 of Division 17 of Title 16 of the California Code of Regulations to read
as follows: .

Deletions to the regulatory text are indicated by double strike-through, thus: deleteddanguege. Additions to the
regulatory text are indicated by a double underline, thus: added language.



follows:

Renumber section 1751.4 to new section 1751.5 and amend section 1751.5 of Division 17 of
Title 16 of the California Code of Regulations to read as follows:

§17514;_1751.5. Sterile Injectable Compounding Attire.

(a) When preparing cytotoxic agents, gowns and gloves shall be worn.

(b) When compounding sterile products from one or more non-sterile ingredients the
following standards must be met:

(1) Cleanroom garb consisting of a low-shedding coverall, head cover. face mask,
and shoe covers must be worn inside the designated area at all times.

(2) Cleanroom garb must be donned and removed outside the designated area.

(3) Hand. finger, and wrist iewelry must be eliminated. If iewelry cannot be removed
then it must be thoroughly cleaned and covered with a sterile glove.

(4) Head and facial hair must be kept out of the critical area or be covered.

(5) Gloves made of low-shedding materials are required.

Deletions to the regulatory text are indicated by double strike-through, thus: geleteddangusge. Additions to the
regulatory text are indicated by a double underline, thus: added language.



(c) The requirements of this subdivision (b) do not apply if a barrier isolator is used to
compound sterile injectable products from one or more non-sterile ingredients.

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections
4005, 4036, 4037, 4051, 4052, and 4127, Business and Professions Code.

Renumber section 1751.5 to new section 1751.6 and amend section 1751.6 of Division 17 of
Title 16 of the California Code of Regulations to read as follows:

§1751:5: 1751.6. Training of Sterile Injectable Compounding Staff, Patient, and Caregiver.

(a) Consultation shall be available to the patient and/or primary caregiver concerning proper
use of sterile injectable products and related supplies furnished by the pharmacy.

(b) The pharmacist-in-charge shall be responsible to ensure all pharmacy personnel engaging
in compounding sterile injectable drug products shall have training and demonstrated
competence in the safe handling and compounding of sterile injectable products,
including cytotoxic agents if the pharmacy compounds products with cytotoxic agents.

(c) Records of training and demonstrated competence shall be available for each individual
and shal! be retained for three years beyond the period of employment.

(d) The pharmacist-in-charge shall be responsible to ensure the continuing competence of
pharmacy personnel engaged in compounding sterile injectable products.

{e) Pharmacies that compdund sterile products from one or more non-sterile ingredients
must comply with the following training requirements:

(1) The pharmacy must establish and follow a written program of training and
performance evaluation designed to ensure that each person working in the
designated area has the knowledge and skills necessary to perform their assigned
tasks properly. This program of training and performance evaluation must address
at least the following:

Aseptic technique.

Pharmaceutical calculations and terminology.
Sterile product compounding documentation.
Quality assurance procedures.

Asenptic preparation procedures.

Prover gowning and gloving technique.

General conduct in the controlled area.

Cleaning, sanitizing, and maintaining equipment used in the controlled
area.

Sterilization techniques.

Container, equipment, and closure system selection.

(2) Each person assigned to the controlled area must successfully complete practical
skills training in aspetic technique and aseptic area practices. Evaluation must
include written testing and a written protocol of periodic routine performance
checks involving adherence to aspetic area policies and procedures. Each person's
proficiency and continuing training needs must be reassessed every 12 months.
Results of these assessments must be documented and retained in the pharmacy
for three years.

Deletions to the regulatory text are indicated by double strike-through, thus: ée%ed%ﬁgﬁge Additions to the
regulatory text are indicated by a double underline, thus: added language.
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Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections
4005, 4036, 4037, 4051, 4052, and 4127, Business and Professions Code.

Repeal Section 1751.6 of Division 17 of Title 16 of the California Code of Regulations to read
as follows:

Amend 1751.7 of Division 17 of Title 16 of the California Code of Regulations to read as
follows:

§1751.7. Sterile Injectable Compouhding Quality Assurance and Process Validation.

(a) Any pharmacy engaged in compounding sterile injectable drug products shall maintain, as
part of its written policies and procedures, a written gquality assurance plan including, in
addition to the elements required by section 1735.8, Fhere-shat-be a documented,
ongoing quality assurance program that monitors personnel performance, equipment,
and facilities. The end product shall be examined on a periodic sampling basis as

determined by the pharmacist-in-charge to assure that it meets required specifications.
The Quality Assurance Program shall include at least the following:

(1) Cleaning and sanitization of the parenteral medication preparation area.

(2) The storage of compounded sterile injectable products in the pharmacy and
periodic documentation of refrigerator temperature.

(3) Actions to be taken in the event of a drug recall.

(4) Written justification of the chosen expiration dates for compounded sterile
injectable products.

(b) Each individual involved in the preparation of sterile injectable products must first
successfully complete a validation process on technique before being allowed to prepare
sterile injectable products. The validation process shall be carried out in the same manner
as normal production, except that an appropriate microbiclogical growth medium is used
in place of the actual product used during sterile preparation. The validation process shall
be representative of all types of manipulations, products and batch sizes the individual is
expected to prepare. The same personnel, procedures, equipment, and materials are
must be involved. Completed medium samples must be incubated. If microbial growth is
detected, then the sterile preparation process must be evaluated, corrective action taken,
and the validation process repeated. Personnel competency must be revalidated at least
every twelve months, whenever the quality assurance program yields an unacceptable
result, when the compounding process changes, equipment used in the compounding of
sterile injectable drug products is repaired or replaced, the facility is modified in a
manner that affects airflow or traffic patterns, or whenever improper aseptic techniques
are observed. Revalidation must be documented.

Deletions to the regulatory text are indicated by double strike-through, thus: deletedlanguage. Additions to the
regulatory text are indicated by a double undertine, thus: added language.
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(c) Batch-produced sterile injectable drug products compounded from one or more non-
sterile ingredients shall be subject to documented end product testing for sterility and

pyrogens and shall be quarantined until the end product testing confirms sterility and
acceptable levels of pyrogens. '

(d) Batch-produced sterile to sterile transfers shall be subject to periodic testing through
process validation for sterility as determined by the pharmacist-in-charge and described

in the written policies and procedures.

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections
4005, 4036. 4037, 4051, 4052, and 4127, Business and Professions Code.

Renumber section 1751.9 to new section 1751.8 and amend section 1751.8 of Division 17 of
Title 16 of the California Code of Regulations to read as follows:

§17519: 1751.8. Sterile Injectable Compounding Reference Materials.

In any pharmacy engaged in compounding sterile injectable drug products, Fthere shall be

current and appropriate reference materials regarding the compounding of sterile injectable
products located in or immediately available to the pharmacy.

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections -
4005, 4036, 4037, 4051, 4052, and 4127, Business and Professions Code.

Deletions to the regulatory text are indicated by double strike-through, thus: deleted-language. Additions to the
regulatory text are indicated by a double underline, thus: added language.




California State Board of Pharmacy STATE AND CONSUMER SERVICES AGENCY
1625 N. Market Blvd., Suite N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS

Phone: (916) 574-7900 Fax: (916) 574-8618 ARNOLD SCHWARZENNEGGER, GOVERNOR
www.pharmacy.ca.gov

COMMUNITY PHARMACY & HOSPITAL OUTPATIENT PHARMACY
COMPOUNDING SELF-ASSESSMENT

The California Code of Regulations section 1735.2 requires the pharmacist-in-charge of each pharmacy licensed
under section 4037 or 4029 of the Business and Professions Code that compounds drug product to complete a
self-assessment of the pharmacy’s compliance with federal and state pharmacy law. The assessment shall be
performed before July 1 of every odd-numbered year. The pharmacist-in-charge must also complete a self-
assessment within 30 days whenever; (1) a new pharmacy permit has been issued, or (2) there is a change
in the pharmacist-in-charge. The primary purpose of the self-assessment is to promote compliance
through self-examination and education.

The self-assessment must be competed in entirety and may be completed online, printed and retained in the
pharmacy. Do not copy a previous assessment.

Note: If a hospital pharmacy dispenses prescriptions for outpatient use, a Community Pharmacy & Hospital
Outpatient Pharmacy Compounding Self-Assessment must be completed in addition to the Hospital
Pharmacy Self-Assessment.

Each self-assessment must be kept on file in the pharmacy for three years after it is performed.

Pharmacy Name:

Address: Phone:

Ownership: Sole Owner O Partnership O Corporation 0O LLC O
Non-Licensed Owner O Other (please specify) O

Permit #: Exp. Date: Other Permit #: Exp. Date:

Licensed Sterile Compounding Permit # or Accredited by:

DEA Registration #: Exp. Date: Date of DEA Inventory:

Hours: Daily Sat Sun. 24 Hours

PIC: RPH # Exp. Date:
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Pharmacy Staff (pharmacists, intern pharmacists, pharmacy technicians assigned to compounding duties):

(Please use an additional sheet if necessary)

10.

11.

12.

13.

14.

15.

16.

17M-39 (Rev 10/07)

RPH #
RPH #
RPH #
RPH #
RPH #

INT #

INT #

INT #

TCH#

TCH#

TCH#

TCH #

TCH #

TCH#

TCH#

Exp.

Exp.

Exp.

Exp.

Exp.

Exp.

Exp.

Exp.

Exp.

Exp.

Exp.

Exp.

Exp.

Exp.

Exp.

Date:

Date:

Date:

Date:

Date:

Date:

Date:

Date:

Date:

Date:

Date:

Date:

Date:

Date:

Date:

PIC

Initials



COMMUNITY PHARMACY & HOSPITAL OUTPATIENT PHARMACY
COMPOUNDING SELF-ASSESSMENT

All references to the California Code of Regulations (CCR) are to Title 16 unless otherwise noted.

Please mark the appropriate box for each question. If “NO”, enter an explanation on “CORRECTIVE ACTION OR
ACTION PLAN” lines at the end of the section. If more space is needed, you may add additional sheets.

COMPOUNDING
1.  Definitions (CCR 1735 and 1735.1)

Yes No N/A
OO0 The pharmacy compounds prescriptions as defined in CCR 1735.

O0m. The compounding pharmacist understands the definitions of integrity, potency, quality and strength
as defined in CCR 1735.1.

2. Compounded Limitations and Requirements (CCR 1735.2)

The pharmacy does not compound drug product prior to receipt of a valid prescription unless
under the following conditions. (CCR 1735.2[a])

Yes No N/A

O0ond The pharmacy prepares and stores a limited quantity of a compounded drug product in

advance of receipt of a patient specific prescription solely in such quantity as is necessary
to ensure continuity of care of an identified patient population as defined. (CCR 1735.2[b])

€ pharmacy compounds a reasonable quantity of drug product that is furnished to a
Ooood The ph d bl tity of d duct that is furnished t
prescriber for office use upon prescriber order as allowed in CCR 1735.2 (c) that:

Is sufficient for administration or application to patients in the prescriber's office or
for distribution of not more than a 72-hour supply, (CCR 1735.2[c](1])

Is reasonable considering the intended use of the complounded medication and
the nature of the prescriber’s practice, (CCR 1735.2[c][2]) AND

Is an amount, which the pharmacy is capable of compounding in compliance with

pharmaceutical standards for integrity, potency, quality and strength for any
individual prescriber or for all prescribers taken as a whole. (CCR 1735.2[c][3])

mim The pharmacy does not compound medication until it has prepared a written master
formula that includes the following elements (CCR 1735.2[d][1-6]):

Active ingredients used.

Inactive ingredients used.

17M-39 (Rev 10/07) PIC
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Process and/or procedure used to prepare the drug.
Quality reviews required at each step in the preparation of the drug.
Post-compounding process or procedures if required.

Expiration dating requirements.

O0an0 The master formula for a drug product that is not routinely compounded by the pharmacy is
recorded on the prescription document itself. (CCR 1735.2 [e])

04 All chemicals, bulk drug substances, drug products and other components for compounding are

stored and used according to compendial and other applicable requirements to maintain their
integrity, potency, quality and labeled strength. (CCR 1735.2 [g])

OO0 Compounded drug products are given an expiration date representing the date beyond which, in

the professional judgment of the pharmacist, it should not be used as defined in CCR 1735.2 (h)
and does not exceed 180 days from preparation or the shortest expiration date of any component
in the compounded drug product. {CCR 1735.2[h])

CORRECTIVE ACTION OR ACTION PLAN:

3. Records of Compounded Drug Products (CCR 1735.3)

Yes No N/A
OO0 A record for each compounded drug product includes the following (CCR 1735.3[a][1-10]):

The master formula record.

The date the drug product was compounded.

The identity of the pharmacy personnel who compounded the drug product.

The identity of the pharmacist reviewing the final drug product.

The quantity of each component used in compounding the drug product.

The manufacturer or supplier and lot number of each component.

The equipment used in compounding the drug product.

The pharmacy assigned reference or lot number for the compounded drug product.
The expiration date of the final compounded drug product.

The quantity or amount of drug product compounded.

O00d The pharmacy maintains records of the proper acquisition, storage, and destruction of chemicals,
bulk drug substances, drug products and components used in compounding. (CCR 1735.3 [b])

{7M-39 (Rev 10/07) PIC
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OO0

oo

Chemicals, bulk drug substances, drug products, and components used to compound drug
products are obtained from reliable suppliers. (CCR 1735.3 [c])

The pharmacy acquires and retains any available certificates of purity or analysis for chemicals,
bulk drug substances, drug products and components used in compounding. (This is nota
requirement for drug products approved by the FDA.) (CCR 1735.3 [c])

The pharmacy maintains and retains all records required in the pharmacy in a readily retrievable
form for at least three years (CCR 1735.3 [d]).

4, Labeling of Compounded Drug Products (CCR 1735.4)

Yes No N/A

O0on

OOonO
oo

Ooa

The label of the compounded drug product contains the generic name(s) of the principle active
ingredient(s). (CCR 1735.4[a])

The prescription label contains all the information required in B&PC 4076. (CCR 1735.4[a]

The container or receipt contains a statement that the drug has been compounded by the
pharmacy. (CCR 1735.4[b])

Drug products compounded into unit-dose containers that are too small or otherwise impractical for

full compliance are labeled with the name(s) of the active ingredient(s), concentration of strength,
volume or weight, and expiration date. (CCR 1735.4[c])

CORRECTIVE ACTION OR ACTION PLAN:

5. Compounding Policies and Procedures (CCR 1735.5)

Yes No N/A
OO0 The pharmacy maintains a written policy and procedure manual for compounding that establishes
the following (CCR 1735.5 [a]):
Procurement procedures.
Methodologies for the formulation and compounding of drugs.
Facilities and equipment cleaning, maintenance and operations.
Other standard operating procedures related to compounding.
OE0 The policy and procedure manual is reviewed on an annual basis by the pharmacist-in-charge and
is updated whenever changes in process are implemented. (CCR 1735.5 [b])
o0 The policy and procedure manual includes procedures for notifying staff assigned to compounding
duties of any changes in process or to the policy and procedure manual. (CCR 1735.5[c])
17M-39 (Rev 10/07) PIC
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The manual includes documentation of a plan for recall of a dispensed compounded drug product

where subsequent verification demonstrates the potential for adverse effects with continued use of
a compounded drug product. (CCR 1735.5[d])

The manual includes procedures for maintaining, storing, calibrating, cleaning and disinfecting
equipment used in compounding and for training on these procedures. (CCR 1735.5[e])

The manual includes documentation on the methodology used to test integrity, potency, quality and
labeled strength of compounded drug products. (CCR 1735.5[f])

The manual includes documentation of the methodology used to determine appropriate expiration
dates for compounded drug products. (CCR 1735.5[q])

CORRECTIVE ACTION OR ACTION PLAN:

6. Compounding Facilities and Equipment (CCR 1735.6)

Yes No N/A

00

O0od

|

000

The pharmacy maintains written documentation regarding the facilities and equipment necessary

for safe and accurate compounded drug products to include records of certification of facilities or
equipment, if applicable. (CCR 1735.6[a])

All equipment used to compound drug products is stored, used and maintained in accordance with
manufacturers’ specifications. (CCR 1735.6[b])

All equipment used to compound drug products is calibrated prior to used to ensure accuracy.
(CCR 1735.6[c])

Documentation of each calibration is recorded in writing and maintained and retained in the
pharmacy. (CCR 1735.6[c])

CORRECTIVE ACTION OR ACTION PLAN:

7. Training of Compounding Staff (CCR 1735.7)

Yes No N/A

OO0 The pharmacy maintains written documentation sufficient to demonstrate that pharmacy personnel
have the skills and training required to properly and accurately perform assigned responsibilities
relating to compounding. (CCR 1735.7[a])

o The pharmacy develops and maintains an on-going competency evaluation process for pharmacy
personnel involved in compounding. (CCR 1735.7[b])
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afana Documentation on any and all such training for pharmacy personnel is maintained. (CCR
1735.7[b])

M| Pharmacy personnel assigned to compounding duties demonstrate knowledge about processes
and procedures used in compounding prior to compounding any drug product. (CCR 1735.7[c])

CORRECTIVE ACTION OR ACTION PLAN:

8. Compounding Quality Assurance (CCR 1735.8)

Yes No N/A

aana The pharmacy maintains as part of its written policies and procedures, a written quality assurance
plan to monitor and ensure the integrity, potency, quality and labeled strength of compounded drug
products. (CCR 1735.8[a])

a0 The pharmacy’s quality assurance plan includes the written procedures and standards for the

following:

Verification, monitoring and review of the adequacy of the compounding processes as well
as documentation of review of those processes by qualified pharmacy personnel. (CCR
1735.8[b))

Qualitative and quantitative integrity, potency, quality and labeled strength analysis of
compounded drug products. (CCR 175.8[c])

Such reports are retained by the pharmacy and collated with the compounding
record and master formula. (CCR 1735.8[c])

Scheduled action in the event any compounded drug product is ever discovered to be

below minimum standards for integrity, potency, quality or labeled strength. (CCR
1735.8[d))

COMPOUNDING STERILE INJECTABLE DRUGS

FOR PHARMACIES THAT COMPOUND STERILE INJECTABLE DRUGS

Yes No N/A

00 Pharmacy has a board issued Licensed Sterile Compounding permit or has current accreditation

from the Joint Commission on Accreditation of Healthcare Organizations, or other board approved
accreditation agency. (B&PC 4127.1[a] and 4127.1[d])

LSC# OR

Name of accreditation agency

17M-39 (Rev 10/07) PiC
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9. Compounding Drug for Other Pharmacy for Parenteral Therapy (B&PC 4123)

Yes No N/A

O I:I D The pharmacy contracts to compound a drug for parenteral therapy, pursuant to a prescription, for
delivery to another pharmacy.

The contractual arrangement is reported to the board within 30 days of commencing that
compounding.

10. Sterile Injectable Compounding; Compounding Area (CCR 1751)

Yes No N/A

OO0 If the pharmacy compounds sterile injectable drugs from a nonsterile source, the pharmacy has a
designated area or cleanroom for the preparation of sterile products that has one the following:

An ISO class 5 laminar airflow hood within an ISO class 7 cleanroom. A positive air
pressure differential in the cleanroom that is relative to adjacent areas; (B&PC 4127.7[a])

An ISO class 5 cleanroom (B&PC 4127.7[b])

A barrier isolator that provides an ISO class 5 environment for compounding. (B&PC
4127.7[c])

D |:| EI The cleanroom walls, ceiling and floors are made of non-porous, cleanable surfaces and the room is
well ventilated (CCR 1751)

The laminar airflow hoods and clean room are certified annually; (CCR 1751)

Supplies are stored in a manner, which maintains integrity of an aseptic environment;
(CCR 1751)

A sink with hot and cold running water; (CCR 1751)

A refrigerator of sufficient capacity to meet the storage requirements for all material
requiring refrigeration. (CCR 1751)

CORRECTIVE ACTION OR ACTION PLAN:

11. Sterile Injectable Recordkeeping Requirements. (CCR 1751.1)

Yes No N/A

O0oagd Pharmacy records are made and kept _for sterile injectable products produced for future use
(pursuant to section 1735.2), in addition to record requirements of section 1735.3, contain the
name, lot number, amount, and date on which the products were provided to a prescriber. (CCR
1751.1[a])
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O Records for sterile products compounded from one or more non-sterile ingredients are made and
kept and contain the following: (CCR 1751.1[b][1-6])

The training and competency evaluation of employees in sterile product procedures;
Refrigerator and freezer temperatures;
Certification of the sterile compounding environment;

Other facility quality control logs specific to the pharmacy’s policies and procedures (e.g.,
cleaning logs for facilities and equipment);

Inspection for expired or recalled pharmaceutical products or raw ingredients; and

Preparation records including the master work sheet, the preparation work sheet, and
records of end-product evaluation results.

OO0 The pharmacy maintains and retains all records required in the pharmacy in a readily retrievable
form for at least three years from the date the record was created. (CCR 1751.1[c])

CORRECTIVE ACTION OR ACTION PLAN:

12. Sterile Injectable Labeling Requirements (CCR 1751.2)

Yes No N/A
O0oad The pharmacy’s compounded sterile injectable product labels contain: (CCR 1751.2[a-d])

Telephone number of the pharmacy, unless dispensed for a hospital in-patient;

Name and concentrations of ingredients contained in the product;

Instructions for storage and handling; and

A special label that states “Chemotherapy—Dispose of Properly” for all cytotoxic agents.

CORRECTIVE ACTION OR ACTION PLAN:

13. Sterile Injectable Policies and Procedures (CCR 1751.3)

Yes No N/A
OO0 The pharmacy has a written manual documenting the policies and procedures associated with the
preparation and dispensing of sterile injectable products and includes: (CCR 1751.2[a][1-7])
Compounding, filling, and labeling of sterile injectable compounds;
Labeling of the sterile injectable product based on the intended route of administration and
recommended rate of administration;
17M-39 (Rev 10/07) PIC
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Equipment and supplies;
Training of staff in preparation of sterile injectable products;

Training of patient and/or caregiver in the administration of compounded sterile injectable
products;

Procedures for the handling and disposal of cytotoxic agents;
Quality assurance program; and

Record keeping requirements.

O0ad Ingredients and compounding process for each preparation is determined in writing and reviewed
by a pharmacist before compounding begins. (CCR 1751.3[b])

O0agd Policies and procedures address the disposal of infectious materials and/or materials containing
cytotoxic residues and include cleanup of spills in conformance with local health jurisdictions. (CCR
1751.3 [c])

a0 If compounding sterile injectable products from one or more non-sterile ingredients, the pharmacy

has written policies and procedures that comply with the following: (CCR 1751.3[d][1-3])

Policies and procedures are immediately available to all compounding personnel and
board inspectors (CCR 1751.3[d][1]); and

All compounding personnel have read the policies and procedures, any additions,
revisions, and deletions before compounding. (CCR 1751.3 [d][2])

OO0 Policies and procedures address the following: (CCR 1751.3 [d][3] [A-K])

17M-39 (Rev 10/07)

Competency evaluation;

Storage and handling of products and supplies;

Storage and delivery of final products;

Process validation;

Personnel access and movement of materials into and near the controlled area;

Use and maintenance of environmental control devices used to create the critical area for
manipulation of sterile products (e.g., laminar-airflow workstations, biological safety
cabinets, class 100 cleanrooms, and barrier isolator workstations;

A regular cleaning schedule for the controlled area and any equipment in the controlled
area and the alternation of disinfectants. Pharmacies subject to an institutional infection

control policy may follow that policy as it relates to cleaning schedules;

Disposal of packaging materials, used syringes, containers, and needles to enhance
sanitation and avoid accumulation in the controlled area;

PIC
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For sterile batch compounding, written policies and procedures for the use of master
formulas and work sheets and for appropriate documentation;

Sterilization; and
End-product evaluation and testing.

CORRECTIVE ACTION OR ACTION PLAN:

14. Facility & Equipment Standards for Sterile Injectable Compounding (CCR 1751.4)

Yes No N/A

Qad The compounding environment meets criteria specified in the pharmacy’s written policies and
procedures for safe compounding of sterile injectable drugs. (CCR 1751.4[a))

OoOoc Only those who are properly attired pursuant to (CCR 1751.5) are allowed in the cleanroom during
the preparation of sterile injectable products. (CCR 1751.4[b])

OO All equipment used in the designated area or cleanroom is made of easily cleaned and disinfected
material. (CCR 1751.4[c])

OO0 Exterior workbench surfaces and other hard surfaces in the designated area, such as walls, floors,

ceilings, shelves, tables, and stools are disinfected weekly and after any unanticipated event that
could increase risk of contamination (CCR 1751.4[d])

O0aod The preparation of parenteral cyctotoxic agents is done in accordance with Section 4-1006(b) of
Title 24 of the California Administrative Code and includes: (CCR 1751.4[e])

A laminar airflow hood, which is certified annually.

Certification records are maintained for at least three years.

CORRECTIVE ACTION OR ACTION PLAN:

185. Sterile Injectable Compounding Attire (CCR 1751.5)

Yes No N/A
O0O0Od When preparing cytotoxic agents, gowns and gloves are worn.(CCR 1751.5[a])
OO0 When compounding sterile products from one or more non-sterile ingredients and a barrier isolator
is not used: (CCR 1751.5[b][1-5])
Cleanroom garb is donned and removed outside the designated area; (CCR 1751.5[b][2])
17M-39 {(Rev 10/07) PIC
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individuals in the cleanroom wear a low-shedding coverall, head cover, face mask, and
shoe covers; (CCR 1751.5[b][1])

No hand, finger, or wrist jewelry is worn or if the jewelry cannot be removed, it is cleaned
and covered with a sterile glove; (CCR 1751.5[b][3])

Head and facial hair is kept out of critical area or covered (CCR 1751.5[b]{4]); and
Gloves of low-shedding material are worn. (CCR 1751.5[b][5])

CORRECTIVE ACTION OR ACTION PLAN:

16. Training of Sterile Injectable Compouding Staff, Patient, and Caregiver (CCR 1751.6)

Yes No N/A

O0aa Consultation is available to the patient and/or primary caregiver concerning proper use of sterile
injectable products and related supplies furnished by the pharmacy. (CCR 1751.6[a])

D D D The pharmacist-in-charge ensures that all pharmacy personnel engaging in compounding sterile
injectable drug products has training and demonstrated competence in the safe handling of those
products, including cytotoxic agents if the pharmacy compounds such agents. (CCR 1751.6[b])

aadnd Records of training and demonstrated competence are available for each individual and are
retained for three years beyond the employment period. (CCR 1751.6[c])

O0aad The pharmacist-in-charge ensures the continuing competence of pharmacy personnel engaged in
compounding sterile injectable products. (CCR 1751.6[d])

a0 When compounding sterile products from one or more non-sterile ingredients, the pharmacy
complies with the following training requirements: (CCR 1751.6[e])

00 The pharmacy follows a written program of training and performance evaluation designed to ensure
that each person working in the designated area has the knowledge and skills necessary to
perform their assigned tasks properly. This program of training and performance evaluation
addresses the following: (CCR 1751.6[e][1][A~J])

Aseptic technique;
Pharmaceutical calculations and terminology;
Sterile product compounding documentation;
Quality assurance procedures;
Proper gowning and gloving technique;
General conduct in the controlled areg;
Cleaning, sanitizing, and maintaining equipment used in the controlied area;
1 7M-39 (Rev 10/07) ' PIC
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Sterilization techniques; and

Container, equipment, and closure system selection.

a0 Each person assigned to the controlled area successfully completes practical skills training in
aseptic technique and aseptic area practices. (CCR 1751.8[e][2])

Evaluation includes written testing and a written protocol of periodic routine performance
checks involving adherence to aseptic area policies and procedures. (CCR 1751.6[¢e][2])

Each person’s proficiency and continuing training is reassessed every 12 months. (CCR
1751.6[e][2])

Results of these assessments are documented and retained in the pharmacy for three
years. (CCR 1751.6[e][2])

CORRECTIVE ACTION OR ACTION PLAN:

17. Sterile Injectable Compounding Quality Assurance and Process Validation (CCR 1751.7)

Yes No N/A

O0Oan There is a written, documented, ongoing quality assurance program maintained by the pharmacy
that monitors personnel performance, equipment, and facilities, and the pharmacist-in-charge

assures that the end-product meets the required specifications by periodic sampling. (CCR
1751.7[a])

OO The Quality Assurance Program contains at least the following: (CCR 1751.7[a][1-4])

Cleaning and sanitization of the parenteral medication preparation area;

The storage of compounded sterile injectable products in the pharmacy and periodic
documentation of refrigerator temperature;

Actions to be taken in the event of a drug recall; and

Written justification of the chosen expiration dates for compounded sterile injectable
products in accordance with CCR 1735.2[h]).

OO0 Each individual involved in the preparation of sterile injectable products successfully completes a

validation process on technique before being allowed to prepare sterile injectable products. (CCR
1751.7[b])

17M-39 (Rev 10/07)

The validation process is carried out in the same manner as normal production, except that

an appropriate microbiological growth medium is used in place of the actual product used
during sterile preparation. (CCR 1751.7[b])

The validation process is representative of all types of manipulations, products and batch
sizes the individual is expected to prepare. (CCR 1751.7[b])

The same personnel, procedures, equipment, and materials are involved. (CCR 1751.7[b])

PIC

13 Initials



Completed medium samples are incubated. (CCR 1751.7[b])

If microbial growth is detected, the sterile preparation process is evaluated, corrective
action taken, and the validation process is repeated. (CCR 1751.7[b])

Personnel competency is revalidated and documented at least every 12 months, whenever
the quality assurance program yields an unacceptable result, when the compounding
process changes, equipment used in the compounding of sterile injectable drug products is
repaired or replaced, the facility is modified in a manner that affects airflow or traffic
patterns, or whenever aseptic techniques are observed. (CCR 1751.7[b])

Oan Batch produced sterile injectable drug products compounded from one or more non-sterile
ingredients are subject to documented end product testing for sterility and pyrogens and are

quarantined until the end product testing confirms sterility and acceptable levels of pyrogens. (CCR
1751.7[c))

CORRECTIVE ACTION OR ACTION PLAN:

18. Sterile Injectable Compounding Reference Materials (CCR 1751.8)

Yes No N/A

OO Current and appropriate reference materials regarding the compounding of sterile injectable
products are maintained or immediately available to the pharmacy. (CCR 1751.8)

CORRECTIVE ACTION OR ACTION PLAN:

— (Pharmacist-n-Charge)

: {7M-39 (Rev [0/07) PiC
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Stephan Flascha B To karen_cates@dca.ca.gov
<flascha@ca.rr.com> -

09/04/2008 06:25 AM o

" bee

. .30 year veteran hospital pharmacist éonc';erried about
Subject . :
. documentation requirements.

Dear Ms. Karen Cates:

As a hospital pharmacist licensed since 1978, 30 years, I am really .
concerned about the documentation requirements.in Compounding in an IV
room in a major hospital. We are required to prepare there are '
proabally a thousand items involved in onge shift which are activated.

Just consider a t supermarket check out counter you want the cash
register noted Manufacturer, Expiration Date and Lot number of every
item you buy. We do that if we compound bigger bactaches like a
manufacturer but most items are for a personalized use. '

Please consider this reqguirement as undoable. It'wi'll.make the
environment so "crazy-Busy" that you will have more centennial events.

Sincerly

Dr. Stephan Flascha R.Ph. Pharm.D.
" Kaiser Sunset



"Baertsch, Suzanne” " To <Karen_cates@dca.ca.gov> .
* <BaertsS@sutterhealth.org>

. <philip@cshp.org>
09/04/2008 12:15 PM oo <philip@cshp.org

bce

Subject Board of Pharmacy new compounding regulations

I just heard about the propcsed compounding regulations, and while I
understand the concern for patlent safety, I think these regulatlops will have
the opposit effect. .

I work in a hospital where we compound hundreds of IVs daily in a sterile
environment. The additional time it would take for all this record keeping
would mean we would have to cut back in other area. We are already stretched
too thin, and this will make it worse for overall patient care, with little
benefit.

I am especially concerned about lst dose antibiotics or cardioﬁasular drips.
This may result in a further delay to patient therapy.

I understand it is valuable to be able to trace back how somethlng is made,

but remember, this Stlll does not PREVENT an errror. It only allows you to see-

what the error is.

In summary, I strongly feel these new regulations will be a detriment to
patient care and our healthcare system as a whole, espe01ally in regard to IV
medications.

Suzanne Baertsch

NICU Pharmacist .

Alta Bates Summit Medical Center
Berkeley, CA 94705



"Hass, Deborah" - To karen_cates@dca.ca.gov
<DHass@stanfordmed.org>
@stanfo Y cc phiip@cshp.org

09/05/2008 12:54 PM -
. bee

New Board of Pharmacy Regulations.regarding IV

SumeCt-Compounmng.

Dear Ms. Cates: I am a clincial pharmacist at Stanford University Hospital in
Stanford, CA. I am wrltlng to strongly. object to the newly proposed
regulatlons regarding compounding sterile IV products ’

I would agree with the CSHP (and am guoting them) in asking for an exemption
of logging and pharmacy lot number assignment/labeling for those "immediate
use” products as defined by USP. These products are needed urgently and there
is a potential of delay with the additional record keeping requirements with
no benefit to the patient. Any future recall of product would be moot as the
IV would be already administered as an immediate-use. This means every STAT
alteplase, epinephrine, diltiazem or other life-saving medication prepared by
a pharmacist during cardiac resuscitation, in the emergency department, in the
operating rooms or in-other critical caré areas would be delayed a few minutes

longer to assure logging, assignment, and labeling of the IV bag with a
© pharmacy lot number. ' '

In addition, for all products, whether STAT or non-urgent, extensive
recordkeeping would be required for each product prepared and maintained for a
minimum of 3 years. Considering the thousands of records daily that would be
generated here at Stanford to meet the requirement, the proposed method for
recordkeeping and maintaining records for 3 years is unrealistic.

T would urge you to seriously reconsider passing this proposed regulation.

Respectfully yours,

Deborah A. Hass, Pharm.D., BCOP _
Hematology/Oncology Clinical Pharmacist
Stanford Hospitals and Clinics

300 Pasteur Drive

Roecm H0301, M/C 5616

Stanford, CA. 94305 .
Central Pharmacy Phone: 650-723-5970
Central Pharmacy Fax: 650-725-5028
Satellite Pharmacy Phone: 650~725-5299
Pager: 650-723-8222 ID 16045

E-mail: DHass@stanfordmed.org <mailto:DHass@stanfordmed.org>
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“Sloan Steve” R To <karen_cates@dca.ca.gov>
<steve. sloan@cpspharm com . :
> cc
09/10/2008 09:27 AM © bee o
Subject Board of Pharmacy

Dear Mé. Cates,

This is intended to state our concerns about proposed compounding regulations by the Board of
Pharmacy. The proposed regulations do not take into consideration emergency situations where the
additional logging and labeling requirements will be burdensome and cause delays in therapy. Our
position, and that of the California Society of Health-System Pharmacists, is that these requirements do
not improve patient safety because the dose is administered xmmedlately after compoundmg Please
make an exception for emergency use



mailto:steve.sloen@cpspharm.com
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Karen Nishi
Director - Regulatory Affairs
3750 Torrey View Court

" San Diego, CA 92130
858.617.5966 tel
karen.nishi@cardinal.com .

m
o0

(s

‘CardinalHealth |

September 12, 2008

California State Board of Pharmacy
Attn: Ms. Karen Cates

1625 North Market Boulevard

N218

Sacramento, CA 85834

karen cates@dca.ca.gov

RE: 16 CCR § 1735.3 Records of Compounded Drug Products Proposed Compounding
Regulations; Request for Comments .

Dear Ms. Cates:

Cardinal Health commends and supports the Board of Pharmacy for their efforts o improve patient
safety by strengthening the regulations surrounding compounding. We would like to offer our
comments and suggestions regarding the proposed regulations for pharmacies that compound and
provide sterile injectable preparations. We appreciate the efforts of the Board of Pharmacy
committee who wrote the initial draft of the proposed rules and we have attempted o use the
framewark they created in making our suggested changes to the rules.

Suggestions for changes to the general language:

Since the proposed regulations are for compounded medlcatxons we believe the term “expiration
date” should be changed to "beyond use date” fo better frack with the language used by the United
States Pharmacopeia (USP) and the Joint Commission.

References to the Joint Commission on Accreditation of Healthcare Organlza’uons (JCAHO) should
be updated to the Joint Commission.

The National institute for Occupational Safety and Health (NIOSH) and the Joint Commission often
refer to “cytotoxic agents” and “chemotherapy” as “hazardous drugs”.

16 CCR § 1735.3 — Records of Compounded Drug Products

This section details the pharmacy record requirements for each compounded drug product. The
section does not differentiate between routine scheduled drug products and those injectables

prepared for stat or immediate use. We would agree that information such as the master formula, the .
date compounded, identifiers of who compounded and checked the product, as well as the quantity of
each component are essential. However, documenting data elements indicating the supplier, lot
number, equipment used, assigned pharmacy reference number and "expiration date” may slow the
preparation and delivery of emergency medications. The latest USP Chapter 797 has a special

section related to *Immediate Use Compounded Sterile Products” which supports the distinction from

a scheduled administration. We believe the Board could follow the same path as USP 797 by

- delineating fewer record keeping requirements for mjectables prepared for immediate patient
_administration.


mailto:cates@dca.ca.gov
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We would like to suggest the followin'g proviéion be added to t'h_e proposed regulétions:_

.§ 1735.3 Records of Compounded Drug Products -

(e) Immediate use injectable products needed for stat or emergency patient adm/msfrat/on will be
exempt from 6-9 above. .

By recognizing the difference between a stat life saving administration and a nonvu‘rgent one,
pharmacists can. provide the approprlate patient care and comply with the necessary record keeping
requirements. .

_If you have any additional questions, please feel free to contact me &t (858) 617-5966 or e-mail at

karen.nishi@cardinalhealth.com. On behalf of Cardinal Health, we thank you for considering our
comments and the efforts the Board has made in drafting the proposed regulations.

Sincerely,

-

Vopro Nl

Karen Nishi
Director of Regulatory Affdirs

cc: Jack Coffey
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"Miller, Ray - SFMH" X " To <karem_cates@dca.ca.gov>

<Ray.Miller@chw.edu> . N -
T ‘ ce <philip@cshp.org>, "Yee, William - SIMC"
09/15/2008 05:39 PM <William.Yee@chw.edu> -

bee

Subject Proposed Compounding Regulations

Dear Ms. Cates:

The CSHP has alerted hospital -pharnﬁacists that the BOP rs considering amending.the‘ California Code of
Regulations by adding and/or amending sections 1735 thru 1751.8 of Division 17 of Title 16..

A careful reading of the proposed language does not make it clear.to me whether it is the intention of the
BOP to include hospital pharmacies who compound admixtures for immediate use on inpatients in these
changes. The proposed self assessment that was distributed is titled "Community Pharmacy & Hospital
Outpatient Pharmacy Compounding Self-Assessment" which implies that it is not intended for hospitals
that are accredited by TJC.

Please make sure that the language of these revisions makes it clear that hospital pharmacies accredited
by TJC are not bound by these provisions. Although, we comply with many of the quality initiative
suggested, the volume of work done in a hospital, as well as the immediate -nature of our work would
make it difficult to comply with any requn'ement that every ingredient's lot number manufacturer efc. be
recorded.

Thank you fo..r your consideration.

Ray Miller, Pharm. D.
Director of Pharmacy

St. Francis Memorial Hospital
900 Hyde Street

San fFrancisco, Ca 94109
(415) 353-8451


mailto:Williani.Yee@chw.edu
mailto:philip@cshp.org
mailto:Ray.MiIler@chw.edu
mailto:karen:...cates@dca.ca

Tk

'fHendrick, Lynn" | . ' To <karen Cates@dca ca. gov>
<Lynn.Hendrick@chomp.org> - .
cc <philip@cshp. org>

08/16/2008 1026 AM  beo |
Subject Proposed changes for medication compounding

September 16, 2008 -
Dear State“Board of Pharmacy and Karen Catee,

I have reviewed the proposed changes to regulatlons for medlcatlon
compounding; 1nc1ud1ng

* Master formula must be in writing and to 1nclude QA required and
explratlon date requirement for each product compounded-.

Labeling must include a statement that the preduct was compounded
by the pharmacy; pharmacy reference number or lot number must be provided for
each dispensed IV. - -

Chemotherapy labellng must include "Chemotherapy ~ Dispose of
Properly"
* Pharmacy Logs must include date, personnel, - each 1ngred1ent
(drug, dose, manufacturer ahd lot #), equipment used, pharmacy reference or
lot number, expiration date, quantity, etc. for each compounded product.

‘Reécords of all supplies and 1ngred1ents purchased, used or
destroyed are maintained.

All records and logs are maintained for a minimum of 3 years.
Written pollc1es/procedures reviewed annually and to include
procurement of ingredients/supplies, methodology of compounding, personnel
training, competency, equipment/facilities, cleaning, -quality assurance,
recall process, communlcatlon of changes; methodology of determining
explratlon dating, etc.

* .Limits supply to MD offlces to 72 hour supply of compounded
‘medications.

*

_ , Sterile Injectable Compounding Changes (in addition to those
above)

¥* " Written. pollCles/procedures on disposal of 1nfectlous materlals

and cytotoxics.

Labeling of each compounded product to 1nclude ‘'route and rate of
admlnlstratlon

Quality Assurance to include sterlllty testlng of any batch
prepared products.,

I have some serious concerts pertaining to the proposed changes for medication
‘compounding regulations, specifically with IV medications preparation and the
urgent needs of some of these medications. I would ask for an exemption of
logging and pharmacy lot number assignment/labeling for those "immediate use”
products as defined by USP. These products are needed urgently and there is a
potential of delay with the additional record keeping requirements with no
benefit tc the patient. Any future recall of product would be moot as the IV
would be already administered as an immediate-use.

It is unreasonable to think that every STAT alteplase, epinephrine, diltiazem
or other life-saving medication prépared by a pharmacist during cardiac
resuscitation, in the' emergency department, in the operating rooms or in other
critical care areas would be delayed a. few minutes longer to -assure logging,
assignment, and labeling of the IV bag with a pharmacy lot number. ‘



In addition, ‘for all products; whether STAT or non-urgent, extensive
recordkeeping would be reguired for each product prepared and maintained for a
minimum of 3 years. Considering the hundreds {or in some larger hospitals,
thousands) of records daily.that would be generated to meet the requirement,
the proposed method for recordkeeplng and maintaining records for 3 years is
unrealistic and wasteful. =

Thank you for your consideratiodn,

Lynn Hendrick, PharmD

Clinical Pharmacist at the Community Hospital of the Monterey Peninsula
Confidentiality Notice:

This is a transmission from Communlty Hospital of the Monterey Peninsula.

This message and any attached documents may be confidential and contain
information protected by state  and federal medical privacy statutes. They are
intended only for the use of thée addressee. TIf you are not the intended
recipient, any disclosure, copying, or distribution of this information is
strictly prohibited. 1If you received this transmission.in error, please
accept our apologies and notify the sender.

Thank you.




CALIFORNIA SOCIETY OF
HEALTH-SYSTEM PHARMACISTS

Earryers in Medicnrinn Managemene

September 16, 2008

Virginia Herold

Executive Officer

California Board of Pharmacy
1625 N. Market Blvd N219
Sacramento, California 95834
Vireinia Herold@@dca.ca.gov

Re: Proposed Requirements for Pharmacies that Compound Medications

Dear Ms. Herold:

The California Society of Health-System Pharmacists (CSHP) commends -and supports the Cakifornia

Board of Phammacy (board) for their previous and current efforts 1o strengthen the regulations

surrounding pharmacies that compound medications. However, CSHP has concerns regarding sections
of the proposed compounding regulations that pertain to new .labeling . and pharmacy record
requirements with. regard to certain compounded IV medications that would inevitably delay treatment
to the direst of patients. . :

It is common practice for a pharmacy in an acute care facility to prepare” emergency compounded
medications for the treatment of heart attack, stroke, and other life-threatening situations. Such patients

require one-time and immediate-use (STAT) medications, such as alteplase, epinephrine, or diltiazem

for treatment. - CSHP members are concerned that the added documentation requirements for both the
label and pharmacy log will delay the preparation and delivery of these one-time and immediate-use

medications; therefore, placmn the pauem at risk without any additional benefit to patient safety and
care.

CSHP fails to see the advantage in delaying treatment for patients with critical conditiens te record the
pharmacy reference number .or Jot number on the label of each dispensed IV and the additional

information in the pharmacy log when such labeling and recerdkeeping requirements are primarily .

intended to be used in the event of a medication recall. CSHP believes that such information would be
obsolete in situations where patients are in need of one-time and immediate-use compounded products

as any future recall of these products would be moot as the IV would be already administered to the
patient.

As the proposed regulations stand now, every STAT compounded medication with life-saving potential
prepared by a pharmacist during cardiac resuscitation, in the emergency department, in the operating
Tooms, or in other critical care areas would be delayed a few minutes longer to assure logging.
assignment, and labeling of the IV bag with a pharmacy lot number. -

Exempting immediate-use and one-time sterile products from some regulations has been done before.
The recently updated United States Pharmacopeial Convention (USP) Chapter 797 has a special section
related to Jmmediate-Use Compounded Sterile Products as the immediat&use provision is intended only

725 30™ STREET, SUITE 208 »"SAC JL—\\I}-\IO CA+ 95816-3842
TEL 916.447.1033 + FAX916:447.2396 cshp@ueshp.org « swwweshpoorg
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for those situations where thele is a need f01 emelgency or immediate patient administration of a
oompounded product.

As it relates to the preparation of ome-time and immedidte-use injectable products in acute care
facilities, CSHP requests all proposed additional pharmacy récord requirements be exempted from the
pharmacy records. CSHP also requests an -exemption of having to record the pharmacy reference

number or lot number on the label for one-time and immediate-usé IV medications. CSHP believes -

that an exemption from additional record keeping requirements would be best to ensure that patients in

acute care facilities with one-time and immediate-use necds are treated in a safe and appropuatc‘

timeframe.

These exemptions in STAT situations will certainly benefit and prolong patients’ lives as they receive
compounded medications urgently. CSHP hopes the following suggestions will help to meet our shared
goal of better and safer patient care, and appreciate the board’s willingness to consider our requests.

Founded in 1962, CSHP is a professionai society" répresenting more than 4,000 pharmacists, pharmacy

technicians, and associates who serve patients and the public by promoting wellness and the best use of -

medications. CSHP members practice in a variety of organized health care settings including, but not
limited to hospitals, mtegrated healthcare systems, clinics, home health care and ambul a’cory settings.

If you have any questlons please do not hesitate fo .contact me at (91 6) 447 1033 or CSHP $ Legxslatwe
Advocate Bryce Docherty at (91 6) 446-4343,

Respectfully

@Mﬂﬂb@\,&J

Dawn Benton
Executive Vice President, CEQ

ce. Bryce Docherty
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"Hayashi, Joanne S" - To <karen_cates@dca.ca.gov>
<Joanne.Hayashi@chomp.or . . - :
g> yashi@ p-or ‘cc <philip@cshp.org>.
09/16/2008 12:54 PM bee S
C “Subject FW: Proposed changes for medication compounding

September 16, 2008
Dear State Board of Pharmacy and Karen'Cates,

I have reviewed the proposed changes to regulatlons for medication
compoundlng, including:

* Master formula- must be in writing and to include QA requlred and

expiration date requirement for each product compounded.
* .Labeling must include a statement that the product was compounded
- by the pharmacy; pharmacy rererence number or lot number must be provrded for
each dispensed IV.

Chemotherapy labeling must 1nc1ude "Chemotherapy - Dwspose of
Properly"
* Pharmacy Logs must include.date, personnel, each ingredient
(drug, dose, manufacturer and lot #), equipment used, pharmacy reference or
lot number, expiration date, quantity, etc. for each compounded product.
' Records of all supplieés and 1ngred1ents purchased, used or
destroyed are maintained. ’
All records and logs are maintained .for a minimum of 3 years.
Written policies/procedures reviewed annually and to include
procurement of ingredients/supplies, methodology of compounding, personnel
training, .competency, equipment/facilities, cleaning, gquality assurance,
recall process, communication of changes, methodology -of determining
explratlon dating, etc.

Limits supply to MD offices. to 72 hour supply of compounded
medications.

Sterile Injectable Compounding Changes (in addition to those

.

above)

* Written pollc1es/procedures on dlsposal of 1nfectlous materials

and cytotoxics.

Labeling of each compounded product to include route and rate of
administration.

* Quallty Assurance to lnclude sterility testlng of any batch
prepared products.

I have some serious concerns pertaining to the proposed changes for medication
compounding regulations, -specifically with IV medications preparation and the
urgent needs of some of these medications. I would ask for an exemption of
logging and pharmacy lot number assignment/labeling for those "immediate use"

products as defined by USP. These products are needed urgently and there is a

potential of delay with the additional record keeping regquirements with no
benefit to the patient. Any future recall of product would.be moot as the IV
would be already administered as an immediate-use.

It is unreasonable to think that every STAT alteplase, epinephrine, diltiazem
or other life-saving medication prepared by a pharmacist during. cardiac
resuscitation, in the smergency department, in.the operating rooms or in other
critical care areas would be delayed a few minutes longer to assure logging,
-assignment, and labeling of the TV bag. with a pharmacy WOt number.
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In addition, for all produé¢ts, whether STAT or non-urgent, extensive’
recordkeeping would be reguired for each product prepared and maintained for a
minimum of 3 years. Considering the hundreds (or in some largexr hospitals, ’
thousands) of records daily that would be generabed to meet the rnqulrement
the proposed method for recordkeeping and maintaining records for 3 years is
unrealistic and wasteful. It may also compromise patient safety since the
focus will be shifted from the real task at hand - safe; aseptic compounding
of CSPs to the task of record keeping!! . '

Thank you for your consideration,

Joanne Hayashi, PharmD

Clinical Pharmacist at the Communlty Hospltal of the Monterey Penlnsu¢a
Conxldentla11ty Notice: :

This is a transmission from Community Hospital of the Monterey Penlnsu1a

This message and any attached documents may be confidential and contain
information protected by state and federal medical privacy statutes. They are
intended only for the use of the addressee. If-you are not the intended
recipient, any disclosure, copying, or distribution of this information is
strictly prohibited. If you received this transm1551on in error, please
accept our apologies and notlfy the sender.

Thank you.
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"Chopyk, Rob" o To <karen._cates@dca.ca.go\}>
<Rob.Chopyk@chomp.org> - ;

¢c <philip@cshp.org>
09/16/2008 02:07-PM . ‘

" bee

Subject-

September 16, 2008

Dear State Board of Pharmacy ahd'Karen Cates,

I have reviewed the proposed changes to regulatlons for medication
compoundlng, lnc1ud1ng

* Master Formula must be in wrltlng and to 1nclude QA requlred and

expwratlon date requirement for each product compounded.
Labeling must include a statement. that the product was compounded

‘by the pharmacy; pharmacy reference number or lot number must be provrded for

each dispensed IV.
Chemotherapy labellng must lnclude "Chemotherapy ~ Dispose of

Properly"
* Pharmacy Logs must include date, personnel, each lngredlent
(drug, dose, manufacturer and lot #), equipment used, pharmacy reference or
lot number, expiration date, quantity, etc.- for each compounded product.
Records of all supplies and ingredients purchased used or
destroyed are maintained.

' All records. and logs. are malntalned for a minimum of 3 years.
. Written policies/procedures reviewed annually and to include
procurement of ingredients/supplies, methodology of compounding, personnel
training, competency, equipment/facilities, cleaning, quality assurance,
recall process, communication of ‘changes, methodology of determlnlng
expwratlon dating, etc.

ol “Limits supply to MD offlces to 72 hour supply of compounded

*

medrcatlons

Sterlle»Injectable CompoundlnguChanges (in addltlon to those
above)

Written pollcles/procedures on dlsposal of infectious materlals
and cytotoxics.

Labeling of each compounded product to 1nclude route and rate of
admlnlstratlon

* Quallty Assurance to include sterlllty testlng of any batch
prepared products.

I have some serious concerns pertaining to the proposed changes for medication
compounding regulations, specifically with IV medications preparation and the
urgent needs of some of these medications. I would ask for an exemption of
logging and pharmacy lot number assignment/labeling for those "immediate use”
products as defined by USP.. These products. are needéd urgently and there is a
potential of delay with the additional record keeping requirements with no

benefit to the patient. Any future recall of product would be moot as the IV
would be already administered as an immediate-use.

It is unreasonable to think that every STAT alteplase, epinephrine, diltiazem
or other life-saving medication prepared by a pharmacist during cardiac .
resuscitation, in the emergency department, in the operating rooms or in other
critical care areas would be delayed a few minutes longer to6 assure logging,
assignment, and labeling of the IV bag with a pharmacy lot number.




In addition, for all products, whether STAT or non-urgent, extensive
recordkeeping would be required for each product prepared and maintained for a
minimum of 3 years. Considering the hundreds (or in some larger hospitals,
thousands) of records daily that would be generated to meet the requirement,
the proposed method for recorcdkeeping and maintaining records for 3 'years is
unrealistic and wasteful. . ’

Thank you for your consideration,

Rob Chopyk RPh.

Clinical Pharmacist ]
Community Hospital of the
Monterey Peninsula

(831) 625-4905
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North Coast Society of Health-System Pharmacists

: C/O

Michael W. Sanders, Chapter President
128 Alderbrook Drive

Sanfta Rosa, CA 95405-4602

(707) 545-0742
September 15, 2008

Board of Pharmacy ' ' :
Attn: Karen Cates (Proposed Compoundmg Regulatmn)
1625 N. Market Blvd. N219 '

Sacramento, CA 95834
Fax: (916) 574-8618

RE: Proposed changes to 16-CCR 1716.1 and 1716.2

Dear Karen,

On behalf of the members of our C.S.H.P-affiliated chapter, I wish to voice my objection

_to certain language chancres or omissions perta;lmng to your proposed revisions to these

regulations.

Health system pharmacies, espec:lally in- hospitals, ust prepare numerous ‘stat’ or “now’
compounded IV and other products for acutely ill patients. Without exempting
immediate or one time use compounded products from' §1735.1, Compounding
Definitions, the board is placing unreasonable and unnecessary recordkeeping and
labehng Tequirenaents on a]ready overburdened health care systems in California.

We pharmacists and pharmacy techmclans of the North Coast Chapter of C.SH.P.
therefore ask you to rescind these regulatory changes without first making
accommodation for immediate and one time use compounded products. Your
affirmative action in response would be much appreciated.

Mlchael 'W. Sanders, Pharm.D. President, North Coast Soc:1ety ‘of Health-System Pharmacists
CC: 1) Board of Directors, 2) CSHP, 3) File .




i, Man" C © To <karen_cates@dca.ca.gov>
<M i@chomp.org> - i
an.Yi@chomp.org cc <philip@cshp.org>

09/17/2008 09:10 AM
bce

'Subj,eci Proposed changes for medication compotnding

September 17, 2008
Dear State Board of Pharmacy and Karen Cates,

I have reviewed the proposed changes to regulatlons for medlcatlon
compounding, 1ncludlng

* Master formula must be in wrltlng and to 1nclude QA requlred and

explratlon date requirement for each product compounded.

Labeling must include a statenent that the product was compounded
by the pharmacy; pharmacy reference number or 1lot number must be provided for
each dispensed IV.

Chemotherapy labellng must lnclude "Chemotherapy - Dlspose of
Properly" )
* Pharmacy Logs must 1nclude date, personnel each ingredient
(drug, dose, manufacturer and lot %), equipment used, pharmacy reference or
lot number, expiration date, quantity, stc. for each compounded product.

Records of all supplies and ingredients purchased, used or
destroyed are maintained. .

All records and logs dre maintained for a minimum of 3 years.
Written policies/procedures reviewed annually and to include
"procurement of ingredients/supplies, methodelogy of compounding, personnel
training, competency, equipment/facilities, cleaning, gquality assurance,
recall process, communication of changes, methodology of determining
explratﬂon ‘dating, etc.

lelts supply. to MD offlces to 72° hour supply of compounded

*

medications.

Sterile Injectable Compounding Changes (1n addltlon to those
above)

* Written pollCles/procedures on dlsposal of 1nfectlous materlals

and CytOtOYlCS

Labeling of each compounded product to 1nclude route and rate of
admlnlstratlon

* Quality Assurance to include sterlllty testlng of any batch
prepared products

"I have some serious concerns pertaining tc the proposed changes for
medication compounding regulations, specifically with IV medicaticns
preparation and the urgent needs of some of these medications. I would ask
for an exemption of logging and pharmacy lot number assignment/labeling for
those "immediate use"” products as defined by USP. These products are needed
urgently and there is a potential of delay with the additional record keeping
requirements with no benefit to the patient. Any future recall of product
.would be moot as the IV would be already administered as an immediate-use.

It is unreasonable to think that every STAT alteplase, epinephrine, diltiazem
or other life-saving medication prepared by a pharmacist during cardiac )
resuscitation, in the emergency department, in the operating rooms or in other
critical care areas would be delayed a few minutes longer to assure logging,
assignment, and labeling of the IV bag with a pharmacy lot number.-
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In addltlon, for all products, whether STAT or non urgent, extenSlve'
recordkeeping would be reguired for each’ product preparad and maintained for a
-minimum of 3 years. Considering the hundreds (or in some largeir hospitals,
thousands) of recoxds daily that would be generated to meet the requirsment,
the proposed method for recordkeeplng and malntalnwng records for 3 years is-
unrea11st1c and wasteful.

I totally agree with my colleague's concerns above.
Thank you for your consideration,.

Man Yi
R.ph, MS. . .
Clinical Pharmacist at the Community Hospital of the Monterey Peninsula




"Fukano Robert" R To <karen;_‘cates@dca.ca.gov>
<Robert. Fukano@chomp org L

> cc <philip@cshp.org>
09/17/2008 03:08 PM ‘ “bee
Subject

Dear State Board of Pharmacy and Karen Cates,

I have reviewed the proposed changes to regulations for medication
compounding, including:

* Master formula must be in writing and to 1nolude QA required and

expiration date requirement for each product compounded.

* - Labeling must include a statement that the product was compounded
by the pharmacy; pharmacy reference number or lot number must be provided for
each dispensed Iv.

: Chemotherapy labeling must include "Chemotherapy - Dispose of
Properly"
* Pharmacy Logs must include date, personnel, each ingredient
(drug, dose, manufacturer and lot #), equipment used, pharmacy reference or
lot number, expiration date, guantity, etc. for each compounded product.

Records of all supplies and ingredients purchased, used .oxr
destroyed are maintained.
All records and logs are maintained for 'a minimum of 3 years.
Written policies/procedures reviewed annually and to include
procurement of ingredients/supplies, methodology of compounding, personnel
training, competency, equipment/facilities, cleaning, quality assurance,
recall process, communication of changes, methodology of determining:
expiration dating, etc.

Limits- supply to MD offices to 72 hour supply of compounded
medications.

Sterile Injectable Compounding Changes (in addition to those

*

above)

*

Written- poliCies/procedures on disposal of infectious materials
and cytotoxics,

Labeling of each compounded product to include route and rate of
administration

* Quality Assurance to include sterility testing of any batch
prepared products

I have some serious concerns pertaining to the proposed changes for medication
compounding regulations, specifically with IV'medications preparation and -the
urgent needs of some of these medications. I would ask for an exemption of
logging and pharmacy lot number assignment/labeling for those "immediate. use™ .
products as defined by USP. These products are needed urgently and there is a
potential of delay with the additional record keeping requirements with no
benefit to the patient. Any future recall of product would be moot as the IV
would be already administered as an immediate-use.

It is unreasonable to think that.every STAT alteplase, epinephrine, diltiazem
or other life- saVing medication prepared by a pharmacist during cardiac .
resuscitation, in the ‘'emergency department, in the operating rooms or in other
critical care areas would be delayed a few minutes longer to assure logging, -

assignment, and labeling of the IV bag with a pharmacy lot number.

In addition, there are dozens of hospital in California without 24 hour
pharmacy services in- which nurses are compounding and mix intravenous products
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without the aid of any sterile preparation area or. laminar flow
hood/bioclogical safety cabinet. Why the .separation of record-keeping of
pharmacy-prepared versus nurse-prepared or physician-prepared (thinking of
anesthesiologists who prepare medication in the operating room)?

In addition, for all products, whether STAT or non-urgent, extensive
recordkeeping would be required for each product prepared and maintained for a
minimum of 3 years. Considering the hundreds (or in some larger hospitals,
thousands) of records dally that would be generated to meet the reguirement,
the proposed method for: recordkeeplng and maintaining records for 3 years is

unrealistic and wasteIul

Thank you  for your consideration;.

Robert M. Fukano, PharmD ‘

Intensive Care Unit/Critical Care Unit Cllnlcal PharmaCLSt
Community Hospital of the Monterey. Peninsula

Monterey, California '




"Berger, Alex \(OCHY)" . -er <kafén_cates@dca.ca.gov>
<AlexBerger@dochs.org> . . . '

09/18/2008 09:48 PM o

bece
Action Requested: New Compound Sterile Injectable
Subject
Products Regulatnons

Hello Karen Cates,

Thisisa TERRIBLE new recrulanon that will Jeoparchze patient's care! We do not have time to for more

documentation when an IV medication is needed STAT. STAT means medication is needed now, or the patient will
die. :

This regulation should exempt IVs for'i.'rrm'lediate /STAT administration.

" Alexander Berger,

Staff pharmacist O'Comnor Hospital,San Jose




*Jones, Kimberly J” » To <karen cates@dca Ca. gov> '
< -

gl;(lmberly Jones@chomp or o <phlhp@cshp 0rg>
09/20/2008 11: .00 AM o - bee

Subject Proposal for medication compounding

September 20, 2008
Dear State Board of Pharmacy and Karen Cates,

I have reviewed the proposed changes to regulatlons 1‘=or medication
compounding, including:
* Master formula must be in writing and to include QA required and
explratwon date requirement for each product compounded.

Labeling must.include a statement that the product was compounded
‘by the pharmacy; pharmacy reference ‘number or lot number must be provided for
each dispensed IV.

Chemotherapy labellng must include "Chemotherapy - Dispose of
Properly"
* Pharmacy Logs must include date, personnel, each 1ngred1ent
(drug, dose, manufacturer and lot #), equipment used, pharmacy reference or
lot number, expiration date, quantity, etc. for each compounded product.
* Records of all supplles and 1ngred1ents purchased, used or
destroyed are maintained.
All records and logs are maintained for a minimum of 3 years.
Written pollCles/procedures reviewed annually and to include
procurement of ingredients/supplies, methodology of compounding, personnel
training, competency, equipment/facilities, cleahing, quality assurance, -
recall process, communication of changes, methodology of determlnlng
explratlon dating, etc.

Limits supply to MD offices to 72 hour supply of compourded

*

medrcatlons.

Sterile Injectable Compoundlng Changes (in addition to those
above)

Written pollc1es/procedures on dlsposal of infectious materlals
and cytotoxics.

Labeling of each compounded product to include route and rate of
admlnlstratlon

* Quality Assurance to include sterility testlng of any batch
prepared products.

I have some serious concerns pertaining to the proposed changes for medication

compounding regulations, specifically with IV medications preparation and the
urgent needs of some of these medications. I would ask for an exemption of
logging and pharmacy lot number assignment/labeling for those "immediate use”
products as defined by USP. These products are needed urgently and there is a
potential of delay with the additional record keeping requirements with no
benefit to the patient.. Any future recall of product would be moot as the IV
would be already administered as an immediate-use.

It is unreasonable to think that every STAT aWteplase, epinephrine, diltiazem
or other life- sav1ng medication prepared by a pharmacist durlng cardiac

resuscitation, in the emergency department, in. the.operating xrooms or in other

critical care areas would be delayed a few minutes longer to assure logglng,
assignment, and 1abe1:|.ncr of the IV bag with a pharmacy lot number.
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In addition, for all products, whether STAT or non-urgent, extensive
'reco*dkeepwng would be required for each product prepared and maintained for a
minimum of 3 years. -‘Considering the hundreds (or in some larger hospitals,
thousands) of records daily that would be generated to meet the requirement,
the proposed method for recordkeeping . and ma1nta1n1ng records for 3 years is
unrealistic and wastefu1

Thank you for your consideration,

Kimberly Jones, PharmD

Clinical Pharmacist at the Communlty Hospltal of the ‘Monterey Penlnsula
Confidentiality Notice: -

This is a transmission from Community Hospital-of the Monterey Penﬁnsula

This message and any attached documents may be confidential and contain
information protected by state and federal medical privacy statutes. They are
intended only for the use of the addressee. If you are not the intended
recipient, any disclosure, copying, or distribution of this information is
strictly prohibited. If you received this transmission in error, please
accept our apologles and notify the sender :

Thank you.
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‘above)

""Naidu, Dhanga-R" N To <karen_cates@dca.ca.g0\}‘>
<Dh .Naidu@chomp.org> : a
<Dharma.Naidu@chomp.org oc <philip@cshp.org>

09/24/2008 07:28 AM ~ " bee

Subject FW: Proposed changes for medication'compounding

September 16, 2008
Dear State Board of Pharmacy and Karen Cates,

I have reviewed the proposed changes to requlations for medication
compounding, including:

* Master formula must.be in writing and to include QA required and "
explratlon date. requirement for each product compounded.

Labeling must include a statement that the product was compounded
by the pharmacy; pharmacy reference number or lot number must be provided for
each dispensed IV.

Chemotherapy labellng must lnclude "Chemotherapy - Dispose of
Properly" '
* ' Pharmacy Logs must lnclude date, personnel,. each ingredient
(drug, dose, manufacturer and lot #), equipment used, pharmacy reference .or
lot number, expiration date, qguantity, etc. for-.each compourided product.

* Records of all supplles and 1ngred1ents Durchased used or

'destroyed are maintained.

All records and logs are maintained for a minimum of 3 years.
' Written policies/procedures reviewed annually and to include
procurement of ingredients/supplies, methodology of compounding, personnel
training, competency, equipment/facilities, cleaning,.-guality assurance,
recall process, communication of changes, methodology of determining
expiration dating, etc.

* Limits supply to MD offices to 72 hour supply of compounded
medications.

*

Sterile Injectable Compoundlng Changes,(ln addition to those

* ertten pollc1es/procedures on dlsposal of 1nfectlous materials

and cytotoxics.

Labellng of. each compounded product to include route and rate of -
admlnlstratlon

* Quality Assurance to include sterlllty testlng of any batch

'prepared products

I have some serious concerns pertaining to the proposed changes for medication
compounding regulations, specifically with IV medications preparation and the
urgent needs of some of these medications. I would ask for an exemption of
logging and pharmacy lot number. assrgnment/labellng for those "immediate use”
products as defined by USP. These products are needed urgently and there is a
potential of delay with the additional record keeping reguirements with no
benefit to the patient. Any future .recall of product would be moot as the IV

would be already administered as an immediate-use.

It is unreasonable to think that every STAT alteplase, epinephrine, diltiazem
or other life-saving medication prepared by a pharmacist during cardiac
resuscitation, in the emergency department, in the operating rooms or in other
critical care areas .would be delayed a few minutes longer to assure logging,
assignment, and labeling of the IV bag with a pharmacy lot number.
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 In,addition, fOr all products, whether STAT or - non-urgent, extensive

recordkeeping would be required for each product prepared and maintained for a
minimum of 3 years. Considering the hundreds (or in some larger hospitals,
thousands) of records daily that would be genera;ed to meet ‘the rnquirement
the proposed method for recordkeeping and malnralplng records for 3 years is
unrealistic and wasteful.

Thank you for your consideration,

Dharma Naidu, Pharm.D

Pharmacy Supervisor

Community Hospital of the Monterey Penihsula

P Please consider the environment before prlntlng thls e-mail
Conrldentlallty Notice:

This is a transmission from Communlty Hospltal of the Monterey Peninsula.
This message and any attached documents may be confidential and contain

information protected by state and federal medical privacy statutes. They are

intended only for the use of the addressee. .If you are not the intended
recipient, any disclosure, copying, or distribution of this information is.
strictly prohibited. 1If you received this transmission in error, please
accept our apologies and notlfy the sender. .

Thank you.



Catholic Healthcare West
CHw

" September 26, 2008

Virginia Herold

Executive Officer :
California Board of Pharmacy
1625 N. Market Blvd N219
Sacramento, California 95834
Virginia Herold@dca.ca.gov

Re: Proposed Requirements for Phaxjmacieo that Compodnd Medications
Dear Ms. Herold:

On behalf -of 34 of our hospitals in California, Catholio Healthcare West (CHW) appreciates the

" opportunity to provide comment on the proposed requirements for pharmacies that compound

medications. As California’s largest non-profit hospital system, we are committed to our mission of
providing compassicnate, high quality healthcare to all. -

While CHW supports the California Board of Pharmacy (Board) for its efforts to strengthen regulations
for pharmacies that compound medications, we have serious concerns regarding the new labeling and
pharmacy record requirements on certain compounded IV medications, particularly for pharmacies in
acute care facilities dispensing one-time and immediate-use (STAT) medications.

Pharmacies in acute care facilities are charged with the timely preparation of emergency compounded
medications for the treatment of conditions that require quick treatment and response, such as heart
attack, stroke, and other life-threatening situations. These conditions require STAT medications, such as
alteplase, epinephrine, or diltiazem for treatment. CHW is concerned the added documentation
requirements will delay preparation and delivery, placing patients at risk for no additional patient
safety benefit. '

CHW sees the value of documenting pharmacy reference numbers or lot numbers on the label of each
dispensed IV as well as providing additional information in the pharmacy log when such labeling and
recordkeeping requirements are primarily- intended to be used in the event of a medication recall
However, CHW suggests this information is not useful when the medication is dispensed on a oné-time,
immediate-use basis. CHW urges the Board to exempt one-time, 1mmedxate~use sterile products in
the final regulation, including the requirement to provide:

« The manufacturer or supplier and lot number or each component;

+ The equipment used in compounding the drug product;

» The pharmacy assigned reference or lot number for the compounded drug product
and,

s The expiration date of the ﬁnal compounded drug product.
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There is some president to exempting STAT products from pharmaceutical regulations. In fact, in the
recently updated United States Pharmacopeial Convention (USP) Chapter 797, there is a section related

to Immediate-Use Compounded Sterile Products. In this section, these types of products are considered .

under separate requirements because they are used in situations where there is a need for emergency or
‘immediate patient administration of a compounded product. :

Finally, CHW is concerned the minimum 3-year _recofd retention policy is unrealistic, considering the
hundreds or thousands of products compounded daily, whether STAT or non-urgent. CHW requests
this timeframe be reevaluated and take into account common record retention pohc1es

Thank you for your cons1derat1on of these comments. Please feel free to contact me at (916) 851-2007
or via email at Clala Evans@chw.edu.

Respcctfully,
7 el
(Lot

Clara E. Evans
Director, Public Pohoy &F 1sca1 Advocacy
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Board of Pharmacy ‘ ' ‘ September 27, 2008
Attention: Karen Cates (Proposed compoundmg regulations) : - :
1625 Market Blvd. N219.

" Sacramento, Ca 95834

Dear Board of Pharmacy,

Iam Wntmo asa pharmamst with a 27 -year hlstory in the practice of Hospital Pharmacy Tam
wnnng 1o pass along my strong opposition to your proposed compounding regulations, which, if not edited
or clarified would have a significant negative impact on established pharmacy practice.

The standard of practice in hospital pharmacy for preparing IV admixtures is one that has been
refined and continually updated by the pharmacy profession. Most recently, the extensive changes of
the USP 797 requirements have further defined and altered the hospital pharmacy practice of preparing IV
admixtures. The major problem with the proposed regulations by the Board of Pharmacy is the definition
and distinction of what is considered a compounded item. It is my strong belief, and one I believe is .
shared by anyone in the hospital pharmacy profession, is that IV admixture preparation practice should be
not bundled in with compounded prescriptions, such as topical, oral, or injectables compounded from non-
sterile pIoduct or intended for sale or disiribution to a patient or provider.

The most significant problem is with regulations 1735.3 and 1751.1 — the proposed Iecordkeepmg
reorulauons and they should NOT be passed. If the regulations are passed as proposed, and the intent is to
apply it to all TV admixtures prepared in a hospital pharmacy environment, it would be a recordkeeping ~
nightmare. The majority of TV admixtures prepared in the hospital setting fall within the low to medium
tisk category as well defined and described by USP 797. If for every IV admixture prepared the Board
would expect to see LOT #, manufacturer, equipmment used, persommel identity, pharmacist identity,

. pharmacy lot number, expiration dating, quantity, etc as described in 1735.3, the treatment of acutely ill

patients would be atrisk. Even in a small, rural critical access hospital we often mix over 100 IV
admixtures in a day. In a larger institution, this number would be 10-20 times higher and the recordkeeping
requirernents, which the regulations imply, would be overwhelming and create an enormous burden on
pharmacy professionals. Furthermore, I believe this extensive recordkeeping would not significantly
improve medication or patient.safety.

’ I strongly recoramend that you do not pass the proposed regulations as they are currently written ~ -
and you evaluate the intent of the regulations for all aspects of professional pharmacy practice.
Specifically, please consider the recommendations and consultation of pharmacy professionals within
hospital pharmacy practice and how the “sterile compound” recrulatlons pertam to the practice of IV
admixture services.

In'addition to the above conmderanons please reconsider the language of 1751.5, 1751 6 and
1751.7. It would seem prudent to follow the practice guidelines for USP 797 in the areas such as training, -
cleaning, garbing, and quality assurance as these standards have reviewed by a group of na’uonally

recogmzed individuals.

Thank you for your cons1deratlon of thls letter..

Sincerely,

Lois F. Leister, RPh, M.S.,, M.B.A. . :
Practicing hospital phalmamst Member of CSHP
29930 Sherwood Road

Fort Bragg, CA 95437

Email Jfander@rmcn.org



mailto:Emaillfander@mcn.org
http:ofPha.nmi.cy

. "David F. Elder" - To <karen_cates@dca.ca.gov>
<DElder@skdh.org> : . , '

09/29/2008 02:40 PM o

bce
Subject Compounding Regulations

To The California Board of Pharmacy'

| agree with CSHP's concerns below. We already keep adequate records of compounded items in our
logs. .ltems that must be used immediately in a code or other emergency are also documented
adequate}y on the patients profile....... keeping records for 3 years and generating all the policies requrred
below is not necessary, since compounding skills already are defined and this is tedious work that does
not do anything to protect the patient, rather, all the labeling will adversely affect our-patients. In addition

. to CSHP's concerns, 1 have placed my comments below. | also agree with the concerns of CSHP in
addition to minel '

Thank you for considering my point of view. 1 do not agree with the Board on thls issue.
David Elder, PharmD

Director of Pharmacy Services
Sierra Kings District Hospital
372 W. Cypress Ave. '
Reedley, CA 93654

(559) 638-8155 Ext. 334

(559) 637-7556 (FAX)

(559) 707-5143 (CELL)
delder@skdh.org

All compoundmg {each prescnptlon vrallproduct or v medrcatron) :

e  Master formula must be in writing and to include QA requrred and explratron date requrrement for
each product compounded. .

e Labeling must include a statement that the product was compounded by the pharmacy;
pharmacy reference humber or lot number must be provided for each dispensed IV.

e Chemotherapy labeling must include "Chemotherapy - Dispose of Properly"

® ' Pharmacy Logs must include date, personnel, each ingredient (drug, dose, manufacturer

and lot #), equipment used, pharmacy reference or Iot number, explratlon date, quantity,
etc. for each compounded product. .

Records of all supplies-and ingredients purchased, used or destroyed are marntarned

All records and Iogs are marntamed for a mlnlmum of 3
years. S

e Written pohcreslprocedures reviewed annually and to
 include procurement of ingredients/supplies, -
methodology of compounding, personnel training,
competency, equipment/facilities, cleaning, quality
assurance, recall process, communication of changes,
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methodology of.-de‘;terminiﬁg eip'i;“é‘ﬁ"dn dating, etc.

‘e Limits supply to MD offices to 72 hour supply of,,c'ompounded medications.

3

Sterile Injectable Compounding Changés {in addition to those above) these

items are'aiready being done or are written in existing
‘policies and on labels etc. This is just un- necessary
duplication.......cc.covvenninan.

e Written policies/procedures on disposal of infectious materials and c:ytotoxms S55>>5>%
s Labefing of each compounded product fo include route and rate of administration *

e  Quality Assurance to include sterility testing of any batch prepared products.............*

CSHP has concerns with the above undérlined and bolded language as it pertains to [V medications and
the urgent needs of some of these medications. We have asked for an exemption of
logging and pharmacy lot number assignment/labeling for those
"immediate use" products as defined by USP. These producis are
needed urgently and there is a potential of delay with the additional
record keeping requirements with no benefit to the patient. Any
future recall of product would be moot as the IV would be already

administered as an immediate-use. Unfortunately, our concerns were not heard by the
Board of Pharmacy and the proposed regulations have been posted without change. This means every
STAT alteplase, epinephrine, diltiazem or other life-saving medication prepared by a pharmacist during
cardiac resuscitation, in the emergency department, in the operating rooms or in other critical care areas

would be delayed a few minutes longer to assure logging, assignment, and labeling-of the IV bag with a
" pharmacy lot number.

In addition, for all products, whether STAT or non-urgent, extensive
recordkeeping would be required for each product prepared and
maintained for a minimum of 3 years. Considering the hundreds (or
in some farger hospitals, thousands) of records daily that would be
generated to meet the requirement, the proposed method for
recordkeeping and maintaining records for 3 years is unrealistic.

This is just not néce'ssary or practicél???? Why would we want these

fire hazards around so long, when we already generate enough
flammabie material in our storage areas??7?7?

David Elder, PharmD
Director of Pharmacy Services
Sierra Kings District Hospital
372 W. Cypress Ave,




Reedley, CA 93654
(559) 638-8155 Ext. 334
(559) 637-7556 (FAX)
(559) 707-5143 (CELL)
delder@skdh.org '
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. 12401 Washington Boulevard
Whittier, California 90602-1099
(662) 698-0811
Hearing Im_pau"ed TDD (56'2) 696-9267

September 30, 2008

Virginia Herold ' E : : !
Executive Officer : : o : ) l
California Board of Pharmacy . : , . S - ‘
1625 N. Market Blvd. N219 '

Sacramento, California 958834

Re: Proposed Requirements for Pharmacies that Compmmd Medications

‘ Dear Ms Herold

- IThave commended and supported the California Board of Pharmacy for their previous and current efforts fo
strengthen the regulations surrounding pharmacists that compound medications. However, I have concerns

regarding sections of the proposed compounding regulations that pertain to new labeling and pharmacy record
requirements with regard to compounded IV medications in acute care hospitals.

In the past, there has always been a clear distinction between prescription compounding and manufacturing.

Trying to apply manufacturing practices to an acute care setting can seriously jeopardize the hospital

pharmacist’s ability to respond to the acute needs of their patients. Clearly, the workflow process to

. manufacturer in bulk versus the compounding of sterile products for individual patient prescriptions are
distinctly different in their response time and the need for timely administration to the patient.

I would highly recommend that the Board accept the recommended changes of the California Society of Health-
System Pharmacists or create a working group of practicing hospital pharmacists and create a safe and workable
process that will insure the ability of the hospital pharmacists to be responsive and responsible to safe guarding
the protection of the patient. Creating regulatlons that mandate the same practlce in all pharmacy practice
arenas does not serve the specific needs of all of our patients. -

If you have any questions, please do not hesitate to contact me at (562) 698-0811, Exterision 2804.

Respectfully,

Alan Y. Endo, Pharm. D.
Pharmacy Director
RPh 27276



MNikuta {mnikuta@aol.coin> ' To karen_cates@dca.ca.gov

cc

09/30/2008 08:03 AM
. bece

Subject Proposed Requnrementsfor Pharmames that Compound -
. Medlcatlon .

I have concermns recardin& sections of the proposed compoundin& regulations that pertain to new
labeling and pharmacy record requirements with regard to certain compounded IV medications
that would inevitably delay treatment to the d1res’£ of patients.

It is common practice for a pharmacy in an acute care facility to prepare emergency compounded
medications for the treatment of heart attack, stroke, and other life-threatening situations. Such
patients require one-time and immediate-use (STAT) medications ; such as alteplase,
epinéphrine, or diltiazem for treatment. I am concerned’ that the added documentation
.requirements for both the label and pharmacy log will delay the preparation and delivery of these
one-time and immediate-use medications; therefore, placmg the patlent at risk without any
additional benefit to patlent safety and care.

I fail to see the advantage in delaying treatment for patients with critical conditions to record the
pharmacy reference nimber or lot number on the label of each dispensed IV and the additional
information in the pharmacy log when such labeling and recordkeeping requirements. are
primarily intended to be used in the event of a medication recall. Such information would be
obsolete in situations where patients are in need of one-time and. jmmediate-use compounded

products as any future recall of these products would be moot as the IV would be already
administered to the patient. :

As the proposed regulations stand now, every STAT compotnded medication with life-saving
potential prepared by a pharmacist during cardiac resuscitation, in the emergency department, in
the operating rooms, or in other critical care areas would be delayed a few minutes longer to
assure logging, assignment, and labeling of the IV bag-with a pharmacy lot number. -

Exempting immediate-use and one-time sterile products from some regulations has been done
before. The recently updated United States Pharmacopeial Convention (USP) Chapter 797 has a -
special section related to Immediate-Use Compounded Sterile: Products as the immediate-use
provision is intended only for those situations where. there is a need for emergency or 1mmed1ate
patient administration of a compounded product.

As it relates to the prepara’uon of one-tlme and 1mmed1ate—use inj ectable products in acute care
facilities, I believe that an exemption from additional record keeping requirements would be best

to ensure that patients in acute care facilities with one-time and unmedlate—use needs are treated
in a safe and appropnate timeframe.

Sincerely,




Ma;y Noud-Tkuta, PhaImD

Find phone numbers fast with the New AOL Yellow Pages! -



Vlrgmla ‘ - To "Anrie Sodergren” <anhe__sodergren@dca.ca.gov>
Herold/Pharmacy/DCANotes . i ) .

09/30/2008 11:50 AM ce

bce
-Subject Fw:.BOP Compounding Reg Statement Letter - 9-15-08

****-k*;\-***************************

Sent from Blackberry
Virginia Herold

"Harold Mathis"

-—-- Original Message --—

From: "Harcld Mathis" [hjmath:.s@tds net] .

Sent: 09/30/2008 11:47 AM

To: <Virginia Herocldedca.ca.govs | : i
Subject: BOP Compounding Reg Statement Letter - 9- 15 08

September 10, 2008

Virginia Herold

* Executive Officer
CaliforniaBoard of Pharmacy
1625 N. Market BlvdN219
Sacramento, California 95834

Virginia_Herold@dca.ca.gov

Re: Proposed Requirements for Pharmacies that Compound Medications

The following message accurately outlines a vital error / misunderstanding of the emergency’
practice of pharmacy in the acute hospital. . Delays mandated under the proposed 1eglslat10n
WILL CAUSE LOSS OF LIVES!



http:phannacy.in
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Harold Mathis, Copsﬁltant Pharmacist, f.ormér;‘D'irector of Pharmacies — Mercy Hospital, Denver,
Colorado, Former Chairman of the Committee to Revise Pharmacy Regulations, Colorado.

Dear Ms: Herold:

The California Society of Health-System Pharmacists (CSHP) commends and supports the
California Board of Pharmacy (board) for their previous and: current efforts to strengthen the
regulations surrounding pharmacies that compound medications. However, CSHPhas concerns
regarding sections of the proposed compounding regulations that pertain to new labéling and
pharmacy record requirements with regard to certain compounded v medlcatlons that would

inevitably delay treatment to the d1rest of pat1ents

It is common practice for a pharmacy in an acute care facility to prepare emergency compounded
medicationsfor the treatment of heart attack, stroke, and other life-threatening situations. Such
patients require one-time and immediate-use (STAT) medications ; such as alteplase,
epinephrine, or diltiazemfor treatment. CSHP members are coricerned that the added
documentation requirements for both the label and pharmacy log will delay the preparation and
delivery of these one-time and immediate-use medications; therefore, placing the patient at risk
without any additional benefit to patient safety and care.

CSHP fails to see the advantage in’delay'ing treatment for patients with éritical conditions to |
record the pharmacy reference number-or lot number on the label of each dispensed IV and the
additional information in the pharmacy log when such labeling and recordkeeping requirements

. are primarily intended to be used in the event of a medication recall. CSHP believes that such -
.information would be obsolete in sitnations where patients are in need of ene-time and

immediate-use compounded products as anyfuture recall of these products would be moot as the

- IV would be already adrrnmstered to the patient.

"As the proposed regula’aons stand now, every STATcompounded med1cat10n with life-saving

potential prepared by a pharmacist during cardiac resuscitation, in the emergency department, in
the operating rooms, or in other critical care areas would be delayed a few minutes longer to
assure logging, assignment, and labeling of the TV bag with a pharmacy lot number.

Exempting immediate-use and one-time sterile products from some regulations has been done




before. The recently updated United States Pharmacopeial Convention (USP) Chapter 797 has a

special section related to Immediate-Use Compounded Sterile Products as the immediate-use
provision is intended only for those situations where there is a need for emergency or lmmedmte
patient admmlstratlon ofa compounded product

As it relates to the préeparation of one-time and immediate-use injectable products in acute care -
. facilities, CSHP requests all proposed additional pharmacy record requirements be exempted
from the pharmacy records. CSHP also requests an exemption of having to record the
pharmacy reference number or lot number on the label for one-time dnd Iimmediate-use IV
medications. CSHP believes that an exemption from additional record Leepmo requirements
would be best to ensure that patients in acute care facilities W1th one-time and 1mmed1ate—use
needs are treated in 2 safe and appropriate timeframe.

.These exemptions in STATsituations will certainly benefit and prolong patients’ lives as they
receive compounded medications urgently. CSHP hopes the following suggestions will help to
meet our shared goal of better and safer patient care, and apprec1ate the board’s W1111ngness to
consider our requests. :

Founded in 1962, CSHP is a professional society representing more than 4,000 pharmacists,
pharmacy technicians, and associates who serve patients and the public by promoting wellness
and the best use of medications. CSHP members practice in a variety of organized health care
settings including, but not limited to hospitals, mtegrated healthcare systems, chmcs home
health care and ambulatory settings.

Ifyou have any questions, please do not hesitate to contact me at (91 6) 447- 10330r CSHP's
Legislative Advocate Bryce Docheftyat (916) 446-4343, .

Respectfully,
[IMAGE]

Dawn Benton

Executive Vice President, CEO



A}

cc. Bryce Docherty >
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- "Bryan Carlson” To <karen_cates@dca.ca*;gov>
<BCARLSON@childrenscentr . ' :
" alcal.org> N

10/01/2008 06:55 PM " bee |
‘ Subject . Title 16. Board of Pharmacy Comments

To the Cahforma Board of Pharmacy,

' Concernlng the proposed changes beginning with Section: 1716 Requirements for Pharmacies
. that Compound Medications, Children's Hospital of Central California Pharmacy Department
would like to make the following comments. In order to accommodate the changes being made
_to the pharmacy law, we feel that a phase in period of 12 months be considered. This time
would allow for the necessary budget and process changes to be made. Although the Board of
Pharmacy feels that these changes will have little fiscal impact on pharmacy practice, we feel
differently. With all of the regulations that we are currently facing from the DEA, DHS,
JCAHO, USP797, and the Board of Pharmacy, snnply reviewing and coordinating them can be a
costly venture both on time and finances. A

Secondly, we suggest placmg some of the burden back on fhe manufacturing community.
Standardization of barcoding technology to include lot numbers and exp1rat10n dates along with
the NDC would facilitate the record keeping process.

" Lastly, we would like clarification on what is meant by "equipment” in Section 1735.3
subsection (&) (7). Are you asking that every lot number of every syringe and every needle used -
in the compounding process be documented and stored? Please clarify your intent on this item as
we feel that this would be very difficult to comply with. ‘ :

We, as a Children's Hospital, already have a very complex system to manage. As regulations -
add to the complexity, risk for error increases. Although we agree that pharmacy practice needs
to be monitored and regulated, please consider the comments of CSHP and others when making
your decisions. We cannot delay or negatively impact patient care just to comply with a
regulation that was not well thought out,

_ Thank you. for your time and consideration.

Pharmacy Department

- Children's Hospital Central California.
9300 Valley Children's Place
Madera, California 93636-8762

(559) 353-5504



http:alcal.org
mailto:karen3ates@dca.ca:gov

To: Karen Cates
California State Board Of Pharmacy

From: Margaret Bradshaw,R.Ph.

PO Box 836 -

Albion, Ca 95410

bradshaw@mecn.org - ‘
Re: Comments on Proposed Regulation: Requirement for Pharmacies that Compound
Medications

] would.like to take the obportunity to comment.on the proposed regulations entitied
Requirements for Pharmacies that Compound Medications. | am a pharmacist practicing in a
small rural hospital. | have been a pharmacist for 35 years and | have practiced in both large and

- small hospitals and in retail settings. | am drawing on my experience as a pharmagcist in these

practice settings as well as my examination of the requxrements of USP 797 to make the foliowing
comments and suggestions. .

The stated purposes for the proposed regula‘uons are to define certain tefms when used in
referring to compoundmg, and to establish parameters for general compounding including the
requirement for a quality assurance program. The regulations as proposed attempt to set forth a
single set of regulations that cover both general compounding and sterile compounding for use in
a variety of settings. These products may be self administered by a patient, administered by an
independent practitioner, or administered by personnel in an institution or under the control of an
institution where the compounding pharmagy is located. Pharmacy practice has become so
complex that these examples represent only a few of the possible sites where we provide
pharmaceuticals. 1'question the feasibility of having one set of regulations to govern both general
compounding and sterile preparations conipounding. It is also-not feasible fo attempt to cover all
types of compounding without making specific regulations that would account for the specific
needs that one would encounter in a given practlce site. The attempt to cover all practice sites
with a single set of regulations, without recognizing the inherent differences in the services
provided, or the populations served, will result in a set of regulations that is lnoomp[ete
ambiguous and unduly burdensome.

The highest priority of the Board of Pharmacy as stated at Sectlon 4001.1, Article 1, Chapter 9
Div: 2 of the Business and Professions Code, is the protection of the public. This can be achieved

by prov1d ing pharmacy practitioners with a clear, unamblguous statement of the regulations.

In order to comply with the regulatlons practmoners must have notnce of the requirements. The

‘proposed regulations do not give practitioners notice of the requirements. It is stated in the

Factual Basis in the Initial Statement of Reasons for the proposed regulations that: "An inspector
conducting an inspection is freguently asked questions regarding aspects of the inspection as
well as clarifications and requirements of pharmacy law." Obviously, there is confusion about the
various provisions of the existing pharmacy law and regulations. The new regulations do not
clarify any. of the ambiguities. It is my understanding that the inspectors have the authority to
inspect facilities, not to interpret the law (See 4008, Business and Professions Code, Art. 1,Ch. 9,
Div. 2). A clear statement of the regulations would give for proper notice, simplify the self--
assessment process and provide uniformity in the lnspectlon process.

tis my understanding that all sterile compounding is subject to the provisions .of USP 797. Is it
the intent of the Board to exempt California pharmacies compounding sterile preparations from
the provisions of USP 797 that differfrom the proposed regulations? If not, would it serve the

. Board's purpose 1o adopt the provisigns of USP 797 as the rules, which would govern sterile

compounding in Califernia? Although USP 797 is very detailed, it has been thoroughly vetted by

- sterile compounding experts in the pharmaceutical community.. Adoption of USP 797 wouid serve

the purpose of protecting the public, and providing a clear unambiguous statement of the law that

- would give practitioners notice of the expectations of the law. it would alsc provide a reasonable
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alternative to the proposed regulations as written. Since pharmacies compounding sterile
preparations are subject to USP 797, it would not result in an additional financial impact.
The impact on patient care must be weighed against business impact. The regulations as
proposed would have a significant impact on patlent care in hosprtals

" The underlying data referred to in the Initial Statement of Reasons was reported in workgroup -
meetings, the last of which occurred in January.2005. A significant amount of discussion has
taken place in the pharmaceutical community- about compounded sterile preparations since that
last meeting. The current USP 797 regulations are a result of that discussion.

Below, | have detailed specific sectlons of the proposed regulatrons that | belleve are problematic.

Compounding Deﬁnltrons

Many terms used throughout the body of the regulations have deﬁnltrons that relate specifically to
compounding.- These terms should be defined. For example, the terms designated area, critical
area and controlled area are all used when referring. to sterile compounding.

Compounding Limitations and Requirements Sec. 1732 2

(a) The requirement that the prescriber approve use of a compounded drug either oraliy orin
writing. Does this apply to chart orders? It is understood that most parenteral medications are
compounded sterile products

(h) Determining a beyond use date mlght also be determined by the nature of the compound,
Evidence stronger than professional judgement of the pharmacist should be required. A
requirement that the compounding provisions of USP 795 should apply could be added. The
expiration or beyond use dating for compounded sterile preparations depends on both stability
and sterility concerns. This should be stated.

(i) The pharmacrst performing or supervising. compoundmg, may not be the same pharmacist:
responsible for delivery of a compounded drug product These activities may be performed by
different 1ndrv1duals :

Records of Compounded Drug Products 1735:3

(a) Requiring the maintenance of these records for compounded sterile products administered in

- the hospital inpatient or outpatient setting would be unduly burdensome. These products are used
if not immediately, then in a very short period of time there after. Except for batch prepared items,

- the detailed records this section would require offer little value.

(b} Would this require pharmacies compounding sterile products to maintain records of the
acquisition of all sterile medications that are used to prepare sterile products, including IV -
solutions, and any medication that might be added to an IV solution? Would a hospital pharmacy
performing minimal general compounding for an inpatient be required to keep records of items
that-might not have been purchased with the intent to use those items for compoundmg’7

LabethOf Compounded Drug Products 1735 4

This section refers to Seg. 4076. Section 4076 (B} states that the paragraph applles to outpatient -
pharmacies only. Does Section 1735.4 refer to outpatient dispensing? Labeling requirements for

sterile compounded preparations for administraﬁon in @ hospital should have certain exemptions.

Training of Compounding Staff 1735.7 ,
This section does not provide any guidelines about what is conS|dered minimum skllls tralmng or
competency or competency assessment. As such, the determination of the sufficiency of the
training or competency assessment would be left entrrely to the mspector '




Article 7 _Sterile Injectable Compounding

As stated before, | believe-that adoption of USP 797 would provxde the regula’uon of sterlle
compounding in California that the Board'is attempting to achieve,

Compounding Area

The definition of a compounding aseptlc barrier lsolator should be atided to Sec 1751 concemmg .
the compounding area. :

USP 797 now requires certlﬂcatlon of the 1SO 5 compoundlng worksta’non twice a year in'addition
to other specified occasions. The proposed regulations require.an annual certification with no
requirement for recertlﬂcatlon if the eqUIpment is removed from service for repair or relocated.

Sterile Injectable Labeling Reqmrements 1751 2.

(d)In addition to agents used in chemotherapy, NIOSH and OSHA have desngnated a group of
agents as hazardous drugs. These agents are subject to special handling guidelines. The
pharmacy regulations do not address hazardous drugs. Not all hazardous agents are used as
chemotherapy. They can be used for a variety of other conditions. Proper handling, labeling, and
disposal are important.both for sterile compounding and general compounding. The regulations
should address ‘this topic.

Sterile Imectable Policies and Procedures 1751.3

Most of the requirements of (d) should apply to ali sterile. injectable compoundmg, not just to
sterile compoundmg from one or mare non- sterlle mgredlents

Facility and Equipment Standards for Sterile lnjec’cable Compoundlng 1751.4

The proper attire required in (b} should be specified.-

(d) The weekly cleaning schedule spéciiied conflicts with USP 797 in the pharmaCIes
compounding only low and mediumm risk preparations are only required to clean monthly.

(e) The use of a compounding aseptic lsolator for preparlng parenteral cytotoxic agents should be
allowed. . .

Sterile [njectable Compoundlng_ttlre 1751.5

This section specifies attire for personnel preparing cytotoxic and compoundmg from non-sterile
ingredients. This section should be rewritten to. cover all sterile compounding except for
immediate use preparations.

The regulations do not adequately address the issue of pro’tecung ejther compoundmg personnel
or the public from unintended exposure to hazardous agents mcludlng chemotherapy This should
be included in the new regulations.

(5) The gloves used for sterile compounding should be more than gloves made from low
shedding material. If not sterile gloves, then at least latex or nitrile. gloves should be specified.

Gloves that are ASTM rated for chemotherapy should be specxﬂed for personnel preparing
~ cytotoxic agents. '

Training of Sterile Injectable CompounquStaff

The requirements listed in (e} (1 )A—H should be required of all personnel compoundmg sterile
preparations.

These regulations will have a significant impact on the practice of pharmacy, éspecially in
hospitals. This could be the opportunity for the Board to clarify some of the confusion with the
-existing regulations. This is the time to answer the questions and concerns of pharmacy

practitioners. The vagueness and ambiguity . of the regulatlons do not provide proper guidance to
pharmacy practitioners.

I have only addressed some of the issues | ﬂnd with the proposed regula’uons I would be happy
to discuss any of these with you.
Thankyou,

Margaret C. Bradshaw
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October 2nd, 2008

Karen Cates

California Board of Pha.rmaoy
1625 N. Market Blvd N219
Sacramento, California 95834
Karen cates@dca.ca.gov

Re: Pfoposed Requirements for Pharmacies that Comf)ound Medications

Dear Ms. Cates: -

"As an ED clinical 'phalmacist,v I have concerns regarding sections of the proposed
compounding regulations that pertain to new labeling and pharmacy record requirements

with regard to certain compounded IV medications that Would inevitably- delay treatment
to the direct of patient care. :

It is common practice for a pharmacy in an acute care facility to- prepare emergency
compounded medications for the treatment of heart attack, stroke, and other life-
threatening situations. Such patients require one-fime and immediate-use (STAT)
medications, such as alteplase, epinephrine, or diltiazem for treatment. Added
documentation requirements for both the label and pharmacy log will delay the
preparation and delivery of these one-time and immediate-use medications; therefore,
placing the patlent at nsk without any additional benefit to patlent safeiy and care.

I do not see the advantage ‘m delaymg treatment for patients with cnucal conditions to

record the pharmacy reference number or lot number on the label of each dispensed IV |

and the additional information in the pharmacy log when such labeling and recordkeeping
requirements are primarily intended to be used in-the event of a medication recall. I

believe that such information would be obsolete in situations where patients are in need -

of one-time and immediate-use compounded products. as any future recall of these
products would be moot as the IV would be already administered to the patlent

As the proposed regulatlons stand now, every. STAT compounded medlcatlon Wlth life-
saving potential prepared by a pharmacist during cardiac resuscitation, in the emergency
department, in the operating rooms, or in other-critical care areas would be delayed a few

minutes longer to assure logging, assignment, and labeling of the TV: bag with a pharmacy
lot number '

Exempting immediate-use and one-time sterile products from some regulations has been
done before. The recently updated United States Pharmacopeial Convention (USP)
Chapter 797 has a special section related to Immediate-Use Compounded Sterile Products
as the immediate-use provision is intended only for those situations where there is 2 need
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for emergency or immediate. patient adminiétration ofa c'ompounded product.

As 11: relates to the preparation of one—tlme and immediate-use injectable products in
acute care facilities, I request all proposed additional pharmacy record requirements be
EXEMPITED from the pharmacy records. I also request an exemption of having fo

record the pharmacy reference number or lot number on the label for one-time and

immediate-use IV medications. 1 believe that an exemption from additional record
keeping requirements would be best to ensure that patients in acute care facilities with
one-time and immediate-use needs are treated in a safe and appropriate timeframe.

These exemptions in STAT situations will certainly benefit and prolong patients’ lives as
they receive compounded medications urgently. I hope the following suggestions will
help to meet our shared goal of better and safer patient care, and appreciate the board’s
willingness to consider our requests. ' : ‘

If you have any questions, please do not hesitate to contact me at (650) 724-2467.

Respectfully,

Carolyn Nguyen, Pharm. D.

ED Clinical Pharmacist, Stanford and Clinics Hospital, Stanford CA
Phone: 650-724-2467

Fax: 650-725-5028
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%@’ Nlayor Gavin Newsom

October 3,2008

California State Board of Pharmacy -
Atin: Karen Cates

1625 N. Market Blvd, N219
Sacramento, CA 95834

RE: Proposed New Compounding Regula.’cions‘ . :
Dear Ms, Karen Cates: .

As alicensed working California pharmacist, with over 28 yeérs ekperience mlv |
medication compounding, I've implemented compliance to USP <797> in multiple -

' pharmacy practice s1tes for performance improvement and as a quall’cy management .
functlon : : :

The proposed regulations require a “pharmacy reference number or lot number with
each dispensed IV”. Ihave strong concerns with this new requirement.

I understand the underlying reason for this new requirement is for the pharmacy to be
~ able to trace back each unit of IV medication to its Specific compounding information.
I recommend the regulations state that a pharmacy will be able to trace-back the
pedigree (the compounding information) for an IV admixed product rather than
prescriptively specifying the method of the trace-back.
- For many pharmacies, information currently on the label would allow for this trace-
back. The information includes prescription numbers, patient name, date and time of
admixing. Adding the pharmacy reference number or lot number would be redundant
information for identifying the pedigree of a compounded product. '
Adding this new requirement would require significant amounts of extra work and
time. Our pharmacy labor and expense resources are limited and should be used for
© what is best to ensure quality of services to our patients, not be put redundant extra
information on the labels of our dispensed produicts.
From medication safety standpoint, information on the Iabel should be limited to only
what is required for safe dispensing and administering the medication. Adding the lot
numbeér or pharmacy reference numbers adds more informaﬁon to an already busy IV
. label, increasing the risk of confuision by patieénts or nurses in administering the




medication. An ovetload of information on the medication ’iabél'diécéﬁré‘oesi paﬁeﬁts
and nurses to verify critical basic information such as patient name, medlcaﬂon name
expiration dating and proper storage information. -

The proposed regula’nons 1735.2(a) Would require prescribers to specify “the
prescriber has approved use of a compounded drug product either orally or in
writing”. Will this be required for all prescriptions to be compounded including the
: hospltal setting? Would it include prescriptions which can only be dispensed
compounded such as an individualized TPN? My understanding of this proposed

regulation is that prescribers are required to specify compounding on the prescription,

- and if not specified, the pharmacist would be required to call to obtain a verbal order.
Based on miy experience, it would be near impossible for prescribers to be aware and
then remernber the need to add the compounding specifics to the prescription. I am
concerned that this requirement does not add to patient safety but rather would
require additional pharmacist time and resources, and cause delays in filling the
prescription. I urge the Board to remove this proposed requirement.

Pleasé feel free to contact me for further discussion.

- Sincerely,

Gloria Lee Wilder, Pharm.D

CBHS Pharmacy Director

San Francisco Department of Public Health

1380 Howard Street, #130, San Francisco, CA 94103
Gloria.wilder@sfdph.or ogz

415-255- 3703
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Maria D. Serpa, Pharm.D.
6744 Paseo Del Sol

Elk Grove, California 95758
serpam@sutterhealth.org

October 3, 2008

Board of Pharmacy :

Attn: Karen Cates (Proposed Compoundlng Regulatlon)
1625 N. Market Bivd. N219

Sacramento, CA 55834

karen cates@dca.ca.gov

Re' Proposed Regulations - Article 4.5 General Compounding

Dear Ms Cates

| am very concerned with the sweeping changes proposed to the compoundmg and
documentation of sterile injectable products. As | understand it, the California Board of
Pharmacy was originally tasked to strengthening compounding practice and safety for
“fraditional” compounding. This area of pharmacy practice lacks specific regulation to -
adequately protect patients. My concern is that now sterile injectabie compounding is
lumped together with the “traditional” form of compounding and this added a layer of
regulation is not necessary at this time. Current regulations regarding sterile injectable
compounding are very specific and detailed from both the United States Pharmacopeia
(USP) Conventlon guidelines at the federal level and current state BOP regulations.

-+ | suggest sterile injectable and non-sterile compounding be maintained in separate

regulations. Current California regulations, Article 7 Section 1751 (Sterile injectable

.Compounding) and Business & Professions Code Section 4127 (Injectable Sterile Drug

Products) cover the issues related to sterile injectabie compounding. These current
regulations contain the required elements (e.g., facility and equipment standards,

policies and procedures, labeling and recordkeeping requirements, training and quality .
assurance processes) to assure patient safety. In addition, the Board requires additional
licensure or accreditation of pharmacies to perform the functions of sterile injectable
compounding. Changes or additional requlations to these sections are NOT needed.

The requirements for the safe preparation of sterile injectable and “traditional” non;
sterile products are distinctly different. The United States Pharmacopeia (USP)

. regulates these processes separately in 2 distinct chapters. USP 797 deals with

Pharmaceutical Compounding — Sterile Preparations and USP 795 deals with
Pharmaceutical Compounding — Nonstenle Preparations.

| am additionalty concerned pahent caré may be jeopardized by the addmonal '
documentation requirements suggested for sterile injectable compounding if lumped
fogether with “traditional” non-sterile.compounding. It is common practice for a
pharmacy in an acute care facility to prepare emergency medications for the treatment of
heart attack, stroke and other life-threatening situations. Currently these STAT, one-
time, immediate- use medications are prepared in the pharmacy and labeled with
adequate information to assure patient safety and recall should a medication be recalled
in the next few hours during administration. Additional record keeping or generation of a
pharmacy specific lot number for each injectable product compounded does not serve

- the patient. It only delays STAT medication preparation and delivery and places an

Page1of2 -
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additional burden-on the pharmacy. If changes are planned for sterile injectable
compounding, exempting immediate-use sterile products from some of the-
documentation requirements is prudent to assure patient safety. This has been done
before. The recently updated USP Chapter 797 has a special section relatedto

. Immediate-Use Compounded Sterile Products.

Thank you for consndenng these issues. | ask that the Board address the patient safety
needs of “traditional” non-sterile compounding and move forward on those
regulations. This is urgently needed. There is no need fo change the current status and
regulations for sterlle lnjecfabie compounding.

Respectiully,

Maria D. Ser'pa,'PharmD '

Page 20of 2



October 3, 2008

- Virginia Herold

Executive Officer :
California Board of Pharmacy -
1625 N. Market Bivd N219
Sacramento, Califorma 95834

SUBJECT: PROPOSED REQUIREMENTS FOR PHARMACIES THAT
COMPOUND MEDICATIONS

Dear Ms. Herold:

This letter is to support the California Society of Health-System Pharmacists pésiﬁon
regarding labeling and’ record keeping exemptions for one-time and mnnedlate-use
medications. .

I believe that the USP Chapter 797 section on Immediate Use Compourided Sterile
Products allows exemptions for emergency or immediate use of a compounded product—
n partlcular In an acute care settmg

. As a long time hospital phétrmacist, Turge the Board of 'Pharmacy to grant this

exemption, which will be in the best interest of patient safety and quality of care.
Sincerely,

Larry W. Schallock

PO Box 428

San Luis Rey, CA 92068

RPh 25825
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Board of Pharmacy ‘ September 27,2008

" Attention: Karen Cates (Proposed compoundmg regula g; T s et
1625 Market Blvd. N219 PEROCT -3 PH L 28
Sacramento, Ca 95834

Dear Board of Pharmacy,

T am wrmncr asa pharmamst with a 27-year history in the practlce of Hospital Pharmacy. Iam
writing to pass along my strong opposition to your proposed compounding regulations, which, if not edited
or clarified would have a significant negative impact on established pharmacy, pfactice

The standard of practice in hospital pharmacy for preparing IV admixtures is one that has been

‘refined and continually updated by the pharmacy profession. Most recently, the extensive changes of
the USP 797 requirements have further defined and altered the hospital pharmacy practice of preparing IV
admixtures. The major problem with the proposed regulations by the Board of Pharmacy is the definition
and distinction of what is considered a compounded item. It is my strong belief, and one I believe is
shared by anyone in the hospital pharmacy profession, that IV admixture preparation practice should be riot
bundled in with compounded prescriptions (topical, oral, injectables compounded from non- sterlle product
or intended for sale ¢r distribution to-a patient or provider). .

The most significant probleém is with regulations 1735.3 and 1751.1 — the proposed recordkeeping

regulations and they should NOT be passed. If the regulations. are passed as proposed, and the intent is to
apply it to all IV admixtures prepared in a hospital pharnmacy environment, it would be a recordkeeping
" nightmare. The majority of IV admixtures prepared in the hospital setting fall within the low to medium
risk category as well défined and described by USP 797. If for every IV admixture prepared the Board
would expect to see LOT #, manufacturer, equipment used, personnel identjty, pharmacist identity,
pharmacy lot number, expiration dating, quantity, etc as described in 17333, the treatment of acutely ill
patients would be atrisk. Evenina small rural critical access hospital we oft.en mix over 100 IV
admixtures in a day. In a larger institution, this number would be 10-20 times higher and the recordkeeping
requirements, which the regulations imply, would be overwhelming and create an enormous burden on
pharmacy professicnals. Furthermore, I believe this extensive recordkeeping would not s1gn1flcanﬂy
improve medication or patient safety.

1 strongly recommend that you do not pass the proposed regulations as they are cm'rent]y ertten
and you evaluate the intent of the regulations for all aspects of professional pharmacy practice.
Specifically, please consider the recominendations and consultation of pharmacy professionals within
hospital pharmacy practice and how the “sterile compound” regulations pertain to the practice of IV
admixture services. A i

In addition to the above considerations, please reconsider the language of 1751.5,.1751.6 and
1751.7. It would seem prudent to follow the practice guidelines for USP 797 in the areas such as training,
cleaning, garbing, and quahty assurarice as these standards have been rev1ewed bya group of natmnally
recocmzed individuals.

~ Thank you for your consideration of this letter.

Smcaél/_?/{ ’—//

Log ister, RPh, (M,S M B.A.
Practicing hospital pharmacist, Member of CSHP
29930 Sherwood Road
Fort Bragg, CA 95437

Email 1fander@men.org

7
It
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*Azama-Kihara, Karen - MSJ". To <Ka:ren_cates@dol'a_'ca;gbv>
<Karen. Azama-thara@chw .

edu> ce

10/05/2008 09:22 PM bece . _

' Subject Against Proposed IV Qompounding Regulations -

Dear Ms, Cates

I am writing to let you know I am against the new proposed reoula‘uon to require
pharmacists to record in a log each IV compounded. I feel there must be exemptions in life
threatening and emergent situations. To require a delay in services to log a medication prepared
during a cardiac arrest or other emergent situation could be detrimental to the patient. As a
former ICU pharmacist who attended many .code blues, this would have created unncessary
stress, and would not have provided any added safety benefit to the dying patient. '

I am requesting that all pfdposed additional phérmacy record keeping requirements
for the preparatlon of one—tlme and immediate use IV products in the acute care hospital
be exempted. :

I am also requesting an exemption from having to record the pharmacy reference
number or lot number on the iabel for one-time and immediate-use IV medications.

Thank you for taking my concerns for our profession and our patients’ safety into consideration. -
Karen Azama-Kihara, Pharm. D.

Pharmacy Supervisor
Mercy San Juan Medical Center
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"Chan, Gary - MSJ" To -<ka.ren__cates@dca.c‘a,gov>
<gary.chan001@chw.edu> . . . : o

10/06/2008 12:33 AM “

bee
’Subject - Proposed IV Cpmpounding Regulations

October 6, 2008 | | o . L ;

- Karen Cates - :

California Board of Pharmacy
1625 N. Market Blvd. N219
Sacramento, CA 95834

Re: Proposéd Requirements for Pharmacies that C'onipound Medications

Dear Ms. Cates,

I am writing to let you know that I am strongly opposed to the new proposed regulation to require
pharmacists to record in a log each IV compounded. Being a clinical pharmacist working in the
different units of a hospital, I am required to attend codes, rapid responses, and cardiac alerts. I
do not see a benefit in the new regulation proposed. In fact, I see plenty of harm to the patient if -
this regulation were actually put in place. There are plenty of instances when these patients
require “immediate” and “one time” STAT medications. The new proposed regulation would

-only hinder our ability to provide quick and safe care for these critical patients at their bedside.

This would only create unnecessary stress, and would not provide any added safety benefit to the

~dying patient. _ . :

I am requesting that all proposed additional pharmacy record keeping requirements for
the preparation of one-time and immediate use I'V products in the acute care hospital be
exempted. I am also requesting an exemption from having to record the pharmacy

reference number or lot number on the label for one-time and immediate-use I'V
medications.

Thank for your time and consideration.
Gary W. Chan -

Clinical Pharmacist
Mercy San Juan Medical Center



mailto:cates@dca.ca.gov
mailto:karen_cates@dca.ca:gov

18/86/28B8 12:34 787-262-5863 SUTTER F’HARMA_CY“ PAGE 82/82

&

Sutter Lakeszde H ospzml

To: California Board of Pharmacy ‘ '
Altention: Karen Cates (Proposed Compoundmg Regutat;on)
1625 N, Market Bivd, N219
Sacramento, GA 25834
Fax: (218) 574-8618

1 would like o register my professional opinion regarding this proposed change. |am a 1972
graduate of U.C. San Francigco, also completing a clinical residency from U.8.C. School of
Pharmacy in 1973, | have been a faculty member of the University of Michigan, U.8.C. and
Western University Schools of Pharmacy; | have published articles pertaining to antibiotic
thsrapy, pharmacokinetics, and phammiacy practice. For the last 30 years, my praclice has been
in acute care hospitals, primarily as & manager & clinical pharmacy practice promater.  During

that fime | have been either director or assistant diregtor of 13 acute care facilities rangmg from
25 beds 1o 530 beds.

| have seen many positive changes in our praciice, witnessad the growth of our profession from a
dispenser of medications o a true member of the heaith care feam: |} have also seen the barrage
of regulations that have obvious good infentions come from varius regulatory agencies including
the Board of Pharmacy, but do not seem 1o “connect” in practice. Often the issues are related to
inability to decipher the spemﬁc intent of the reguistions — usually because they are written in
legal language, and not in the language of the public nor hesltheare, This confusion is reflected

by various "mterpretatnons by mdwudual inspectors of the same regulation. This ragulatmn
change is clear!”

With respact to the proposed changes, my primary focus is on the reguirement for one-time or
administered immediately "compounded” preparations. | ask the question, "What is the
purpose?” In the event of a recall, even that very day, the medication has been administered &
can not be returned to the Phammacy! To-require additional labeling & maintenance of a log

© seems to be illogical and serves absolutaly no useful purpose for the public with respect to safety,
nor 1o the Board of Pharmacy.

| am aware that various official organizations, including CSHP and others, have mads similar
requests. As a praclicing pharmacist, | ask that you strongly reconsider this aspect of the

proposed regulatory change and grant an exemptton for medications compoundad” far
immediate or emergency use.

Thank you for your chSIderatlon
‘Sincerely,

Ben J Devine, PharmD {RPh 27902) _
Director of Pharmacy '
Suiter Lakeside Hospital

5176 Hill Road East
Lakeport, CA 85453




Health-System Pharmacists®
7272 Wisconsin Avenue
Bcthcsda Maryland 20814
301-657-3000 .
Fax: 301-664-8892
www.ashp.org

October 6, 2008

Ms. Virginia Herold

Executive Officer ~
California Board of Pharmacy .
1625 N. Market Blvd., N219
Sacramento, CA 95834

RE: Proposed Regulatory Changes Regardmg Compoundmg

Dear Ms. Herold

The American Society of Health-System Pharmacists (ASHP) is pleased to submit the '
following comments regarding the proposed regulatory changes in Article-4.5,
Compounding, of the California Code of Regulations. For more than 60 years, ASHP has
helped pharmacists who practice in hospitals and health systems improve medication use
and enhance patient safety. The Society's 35,000 members include pharmacists and
pharmacy technicians who practice in inpatient, outpa‘aent home-care and long-term-
care settings, as Well as pharmacy students. '

Compoundmg medlcatlons isa s1gmﬁoant facet of the practice of pharmacy and we
applaud the Board of Pharmacy’s desire to ensure that patient safety is protected. ASHP

~ also recoguizes the importance of developing regulatory language that provides necessary

parameters while avoiding potentially significant barriers to providing patient care. As
such, having reviewed the proposed regulatory changes, ASHP does have some concerns
regarding the labeling and. documentation modifications within the proposed regulations.

The proposed regulatory‘ change to labeling is of concern to' ASHP. In fhe United State

"Pharmacopeial’s revised USP <797>, Guidebook to Pharmaceutical Compounding -

Sterile Preparations, it states that “unless immediately and completely administered...the
[compounded sterile preparation (CSP)] shall bear a label listing patient identification
information, the names and amounts of all ingredients, the name or initials of the ‘person
who prepared the CSP, and the exact 1-hour beyond-use date (BUD) and time.”' This

revision allows for less stnngent 1abehng, as long as the compounded product meets all
of the stated criteria.

Current ASHP practlce guideh'nes"reco gnize that states haye the right-to require specific
lebeling. Enclosed is a copy of the guideline’s labeling requirements for sterile

LUSP <797> ]_Jharmaceuz‘ical Compouhding—Staﬂe Pre'péraz‘ions. Revised 2008. Pg. 13. "
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préparations. These labeling requirements are more detailed that the current USP
revision; however, these guidelines specifically exclude the compounding of sterile
preparatlons for emergency treatments from its soope a vital d1st1nct10n that we beheve is
necessary: : :

- “These ASHP guidelines do not apply to the manufacture of sterile
pharmaceuticals as defined in state and federal laws and regulations, nor do they
“apply to the preparation of medications by pharmacists, nurses, or phys1c1ans m
emergency situations for immediate administration to patlents (e.g.,
cardiopulmonary resuscitation).. It is reco gnized that, in certain emergency
situations, a pharmacist may be requested to compound products under conditions
that do not mest these guidelines. In such situations, it is incumbent upon the
pharmacist to employ professional judgment in weighing the potential patient
risks and benefits associated with the compoundmg procedure in question.”?

ASHP believes that the c'ompounding of sterile preparations in emergency situations

~ should be governed by the professional judgment of pharmacists and the policies of the

“institutions they practice in, as thosé situations demand that health care professionals
have the utmost flexibility to decide what is best for the patient. We would, therefore,
strongly encourage the Board to reconsider the current proposed langnage. While '
labeling requirements during normal events are beneficial to both the pharmacy and the
patient, such strict requirements during emergency situations could negatively impact

. patient care and introduce delays in medication delivery. As currently proposed, the

labeling requirement could in fact create the opposite effect than intended — delays in -

patient care that places patient health and safety in jeopardy. ‘

In terms of the proposed changes to'documentation, there may be some confusion as to
whether the documentation requirement applies to every product that is prepared, '
including those for an individual patient, or if the new requirement will apply solely to
those products that are prepared in batch for a yet-to-be determined patient. As
pharmacies typically do not record such detailed information for patient-specific items,
sucha proposed regulation could create an extraordinary burden for pharmacies. Further,
not only could this new requirement exist for emergency drugs, it could impact all
products prepared for routine care. This added documentation requirement has the

~ potential to delay the preparation and delivery of one-time and immediate-use. |
medications. We would urge the Board to consider the potential 1mp11cauons of such a
regulatory change.

We appreciate the oppdrtunity to pi*ovide these comments and would be happy to work -
- with you as you continue to develop appropriate guidelines and requirements that affect:

? American Society of Health-System Pharmacists. ASHP Guidelines on Quah‘cy Assurance for Pharmacy-
Prepared Sterile Products, Am J Health-Syst Pharm. 2000; 57:1150-69. pg. 54. (available at:
hittp://www.ashp.org/DocLibrary/BestPractices/QualityAssurance. aspx)
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the pharmacy professmn If'y you have any ques’aons or comments please do not hesﬂate
to contact me at 301-664-8687 or o't:nmllo(c’z)ashp org. »

_Sincerely,

s

Geralyn Trujillo, MPP ‘
- Director, State Government Affairs

ce: Philip Swanger, Califo;rlié Sodigty of Health-System Pharmacists’

Enclosure
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ASHP Guidelines on Quality Assurance for Pharmacy-Prepared Sterile Products .

RL 1.9: Labeling. - :
Sterile products should be labeled with at least the following information:

1. For patient-specific products: the patient’ name and any other appropriate patient
identification (e.g., location, 1den’c1ﬁcat10n number); for batch—prepared products: control
or lot number,

2. All solution and ingredient names, amounts strenoths and concentrations (when
applicable),

3. Expiration date and time, when apphcable

4, Prescribed adrrumstratlon regimen, When approprlate (mcludmg rate and route of
administration),

" 5. Appropriate auxiliary labeling (including precautions),

6. Storage requirements,

7. Identification (e.g. , initials) of the responSIble pharma01st (and technician),

8. Device-specific instructions (when appropriate), and

9. Any additional information, in accordance with state or federal requirements; for
example, a prescription number for products dispensed to ambulatory care, long-term-
care, and home care pat1ents

The label should be legible and affixed to the final container in a manmer enabling it to be
read while the sterile product is being administered (when possible). Written policies and
procedures should address proper placement of labels on containers.



"PETNET Solutions

VIA EMAIL

Caln‘orma Board of Pharmacy ‘ :
Attention: Karen Cates and Virginia Herold (Proposed Compoundmg Regulatron)
1625 N. Market Blvd., N219 A .

Sacramento, CA 95834

virginia_herold@dca.ca.gov

karen cates@dca.ca.qgov

October 6, 2008
RE: Title 16, Drvrsron 17 Proposed Changes

PETNET Solutions, Inc., a Siemens Company (DBA PETNET Pharmaceutlcal) operates -
specialty compounding nuclear pharmacies preparing solely radiopharmaceuticals for
use in Positron Emission Tomography (PET) nuclear medicine diagnostic imaging
studies. PETNET operates forty-five PET Nuclear Pharmacies in the US, with four

locations in the state of California operatlng under both retail and sterile compounding
pharmacy lrcenses : :

The State of California does not provide unique regulations or significant special
requirements for the operation and licensure of Nuclear Pharmacies (Radiopharmacies)
in its statutes. Recently, the USP, in their revised Chapter <797>, Pharmaceutical
Compounding, Sterile Preparations, recognized the significant differences in the nature
of the products compounded for use in nuclear medicine and the nature by which such

_ products are compounded. USP Chapter <797> further differentiates the relevant
differences in radiopharmaceuticals used in PET from traditional radiopharmaceuticals
by deferring most of the requirements in USP <797> to USP Chapter <823>,
Radiopharmaceuticals for Positron Emission Tomography-Compounding.

The Food and Drug Administration Modernization Act of 1997 (public Law 105-115;
FDAMA *97), Section 121, sets the legal requirements for the compounding of PET
radiopharmaceuticals in the US. Producers of PET radiopharmaceuticals are legally
bound by this law, and FDA currently inspects. PET Nuclear Pharmacies for compliance
to this law regardless of whether the PET compounding facility if registered as a drug
establishment with FDA or not. Ultimately, as stipulated .under FDAMA '97, FDA is
required to regulate the.compounding (production) of such drugs under a specific PET
GMP regulation once the regulation is formally adapted into the Code of Federal
Regulations in the future. Two years-after FDA codifies the PET cGMP regulations in
the CFR, FDA will require PET drug producers to register their drug estabhshments wﬂth
FDA and to submit Human Drug Apphcatlons to the FDA. '

Some unique differences between conventional drugs, conventional
radiopharmaceuticals, and PET radiopharmaceuticals are:

» They cannot be purchased from a traditional oommercial source.

* No'radionuclide generators are employed

PETNET SOLUTIONS, Inc. ‘ 810 Innovation Drive Tel: (800) 738-0488
A Siemens Company L Knoxville, TN 37932 ' Fax: (865)218-3563
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e No pre-manufactured radmpharmaceutlcal kits are employed

e The physical half-life of the radionuclides used in PET -
radiopharmaceuticals ranges from 2 minutes to 110 mmutes

¢ ' Thé radioactive emissions are of very high energy compared with
traditional radiopharmaceuticals thus requiring much more rigorous
radiation shielding and remote physical handling.

¢ The radio-labeling of the ligand takes place in situ via an automated
chemical synthesis unit utilizing a radionuclide extracted from a cyclotron
target after the bombardment of a stable starting isotope. The synthesis
module cannot be placed in an aseptic environment.

e Some non-sterile reagents and precursors are used.

-« The finial products are asep‘ucally processed and sterilized by ﬂltratron
into a sterile product vial.
. The quality control testing of each batch produced prior to release for
patlent use is extensive.
e The delivery of the fi nished radropharmaceu’ucal is highly time-critical
- because of the very short physical half-life of the isotopes employed.

e The expiration date is no greater than 12 hours after compounding

s Sterility testing is started when compounded, but the product must be-
. used prior to the completion-of the sterility test. :

PETNET urges the California Board of Pharmacy fo carefully consider the potential
impact of their proposed revised regulations on Nuclear Pharmacies and PET Nuclear
Pharmacies in light of the special nature of these drugs. PETNET further encourages

“the Board fo avoid regulations that conflict with the requirements of those currently in
place in the current revision of the USP Chapters <797> and <823> as applied fo
radiopharmaceuticals in general, and specifically to compounded PET
radiopharmaceutical products.

PETNET suggests that it may be prudent for the Board to exempt the application of any
revised sterile compoundmg regulations to PET drug compounding and stipulate the
' requirement to comply with the relevant USP chapters until such time the Board
proposes and adopts its own regulations pertinent and applicable to radlopharmaceutlca[
and PET radlopharmaceutlcal compounding

PETN ET anticipates having a representative attend the October public hearings on this
topic to offer expert input into the Boards rule making activities.

Sincerely,

/ Q‘W’L( f’g"-ﬁz/ecc‘._

" Kenneth Breslow, MS, R.Ph., FAPhA

ccC:

Michael Nazerias
Dwayne Mar
Josh Nutting -
Jerry Kuhs



October 6, 2008

Board of Pharmacy

Atin: Karen Cates

1625 N. Market Bivd. N219
Sacramento, CA 95834
Fax: (816) 574-8618
karen cates@dca.ca.qov '

Re: Proposed Compounding Regulation

I am writing in regards to the proposed compounding regulations (starting with Section 1716),
specxfcal!y the record keepmg and'labeling requirements.

l am very concerned that these requirements in acute care hospitals with large number of
compounded [V medications would be very burdensome. The majority of these compounded IV
medications are used within 24 hours, sometimes immediately, after being compounded.

in the acute care setting these compounded IV medications are used-by very few patients,
sometimes a smgle patient and for a very limited amount of time. Thus the typical batch

compounding issues encountered in an chronic care setting (e.g., Home health or ambulatory
care) do not apply.

| would respectfully request that the Board consider an exemption from the record keeping and
labeling requlrements in acute care facmtles for \Y compounded !V medxca’nons for immediate
use. ‘

" Sincerely,

Robert Batman, Pharm.D.


http:cates@,dca.ca.gov

Dear State Board of Pharmacy,

This letter 1s being written on behalf of the 3% Year Community Pharmacy Management

" Elective at the University of Southern California School of Pharmacy. As a class project,

out students were instructed to conduct a survey of community pharmacies to ascertain
whether or not the proposed compounding regulation changes would affect community
pharmacies. In contacting 12 random community pharmacies we were surprised that -
only 2 of the pharmacies were aware of the proposed regulation changes and the balance
of pharmacies were unaware of the proposals. The conclusions that our class amrived at
from our interview with these pharmacists are the following:

‘1) The regulation seems to hinder access in some unique situations. Particularly, -
community pharmacies that prepare compounded medications on a limited basis
may completely halt their compounding activities due to the cost factors of having -
to meet the regulatory standards (end product testing, possible purchase of
software, etc.). In our opinion, this may limit some pharmacies from changing
dosing forms on a patient need basis. It will also make access to this service more
lirnited for the general population. Furthermore, pharmacies that may stop
preparing compounded medications have long standing relationships with certain
patients that have been receiving their compounded prescriptions from the same

‘phatmacy that prepares their non-compounded prescriptions. - These regulations
may cause these patients to switch pharmacies, and result in loss of revenue for

the pharmacy and the loss of a long standmg relationship between a phamlamst
and a patlent

2) The regulations.refer to end-product festir;g and quéli’cy assurance without clearly
defining it. Pharmacists that were spoken to seemed to all agree that the proposed
regulations do not clearly define issues regarding end-product testing, such as

frequency of end-product testing, requirements for record keeping, and which
products need to be tested. ~

3) The regulation did not make any distinction between the complexity of
compounding and the amount of regulation needed. For example mixing two
different products to create a cream or changing a-tablet to a liquid dosing form
for short term administration should not require as much oversight as complex
compoundmg formula. We feel that ‘chls area needs to be further explored

In conclusmn we all agreed that regulations were needed in this area, but there needed to

" be some criteria for the amount of regulation needed vs. the difficulty of preparing a

particular compounded medication. We want to thank you for the opportunity to present

our opinion and those of community pharrna01sts in the Southem Cahforma community
we interviewed.

Raffi Svadjian Pharm.D, MBA . . Michael J. Rudolph Pharm D
Co-course Coordinator : _ Co-course Coordinator
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Proposed Concern Recommended Change Priority
]élimg_}ngj N ~ Wording in plain text represent proposed BOP language
¢ (ation Wording in italics is proposed language by KP.
agc#H : . .
Text marked by eresseuts designate proposed deletions.
1735.2(c)(1) | The proposed language appears to limit is snfficient for admmistration or application to patients in the | high = w

Page 3 of 16

compounding for a physicians office to a 72
hour supply. For prodocts administered in the
office this is an unreasonably short time.
According.to USP <797>, risk level 1 CSPs and
risk level 2 CSPs may be assigned a beyond use
date of up to 14 days and nine (9) days,
Tespectively, when stored under refrigeration.
This would be a more reasonable length of
time.

prescriber’s office, or for dispensing of not more than a 72
hour supply to the prescriber’s patients, as estimated by the
prescriber; and. ..

1735.2(d)
Page 3 of 16

1735.3{a}
Page 4 of 16

The scope of the proposed language appears to
include most compounded sterile preparations
(CSPs) in inpatient pharmacies. Inpatient
pharmacies typically prepare CSPs 1o meet the
acute needs of patients. Requiring a master
formula for small quantities of patient-specific
CSPs would cause significant detays in therapy.
In addition, inpatient pharmacies already have
policies and precedures which require the
amounts of additives to be calculated and
displayed for a pharmacist check. This proposed
language would be appropriate only when
batches of compounded products are prepared
which are intended for use in muRiple patients.

(d) For compourided drug products that are beiﬁg prepared

for use in mudtiple patients, these products shall not be

compourded until the pharmacy has first prepared a written
master formula record that includes at least the following

_elements:

high

1735.2 {f)
Page 4 of 16

While this language is appropriate in the case of
a pharmacist who is compounding a sterile
preparation {CSP} for direct dispensing to a
patient or their agent, it is not appropriate if a
pharmacist compounds a CSP that is transferred
1o another pharmacy pursuant {0 an evergreen
agreement, In the latter scenario, the
compounding phamacist has no control over the
CSP after it has lefi the pharmacy where the
compounding occurred. If the CSP isn't stored
properly {e.g. storing at room temp instead of

The pharmacist performing or supervising compounding is

| responsible for the integrity potency, quality, and labeled

strength of a compounded product until it is dispensed fo the
patient (or their agent), o a physician’s office. _or until it is
transferred or distribuied to another pharmacy,

high

Page 1 of 5
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Priority

under refrigeration), the compounding pharmacist
would have no knowledge of this; thus {s}he
should not be the responsible party. Rather, the
pharmacist in charge of ithe receiving pharmacy
should be the responsible party. .

1735.8 (c)
Page 7 of 16

This language asppears to be direcied towards
compounding from non-FDA approved
ingredients. It is inappropriate for compounding
sterile producis from sterile FDA approved
ingredients. When preparing sterile products from
FDA approved sterile ingredients, a quality
assurance plan should only require written
standards for visual checks of the final product.

There should be a statement that exempts the preparation of

products from FDA approved ingredients from subsection (c/.

High

1751.3{a)l2)
Page 10 of
16

As proposed, this language requires that the
labels of sterile injectable products display the
recommended rate of administration. The
recommended rate of administration on a product
label can be unhelpful and incorrect. There are
two common scenarios to support this point.

1. Due to dynamic patient clinical needs,
physicians frequently order broad dosage ranges
of vasoactive drugs, which result in equally broad
ranges of administration rates.

Example: a physician orders dopamine 1o be
infused at a dose of 10 to 20 mcg/kg/min for a
70 Kg patient in order to maintain systolic blood
pressure above a certain value. The pharmacy
dispenses dopamine 800mg in D5W 250mL.
According to the proposed language in this
section, the product label would display an

(2) Labeling of the sterile injectable product based on the
intended route of administration. and-recemmendedrate-of
administrations Facility policies shall state the circumstances
whereby it is appropriate to display recommended rates of
administration or duration of medication infisions.

high

o

Page 2 of 5
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administration rate of 13 to 26 mL/hour — a two-
fold range which is not helpful to the nurse
administering the drug.

2. Physicians often order frequent rate changes
for other products, such as 1.V. maintenance
fluids and anticoagulants.

If the pharmacy dispenses a product with a label
displaying the initially ordered rate, and if the
physician orders a rate change two hours later,
the administration rate information in the product
label becomes incorrect {and poientially
misleading). In these cases, the initial
administration rate on the product label would be
considered incorrect the moment a physician
arders a rate change.

Nurses are instructed to use medication
administration records or flow sheets to keep
track of the most current administration rate for
these types of products. On the other hand,
there are some compounded products for which
the ordered administration rate will not change,
and the administration rate or infusion time is
useful on product labels leg. Cefazolin 1 gram in
D5W 100 mL; infuse over 30 minutes). This
information is commonly displayed on product
labels because it improves the clarity and
completeness. Inpatient phamacies should have
policies regarding the content of medication
labels, including when it is appropriate to display
the administration rate.

1761.4 (d)
Page 11 of
16

This language, describing the cleaning frequency
of ceilings, walls, etc previously applied to sterile
preparations compounded from non-sterile
ingredients. The weekly cleaning frequency as
described is excessive and unnecessary jor sterile
preparations compounded from sterile

Proposed change to language:

Exterior workbench surfaces and other hard surfaces in the
designated area, such as walls, floors, ceilings, shelves, tables,
and stools, must be disinfected weeldy monthly and after any

high

Page 3 of 5
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ingredients, however. unanticipated event that could increase the risk of
confamination.
If the BOP intends for the title of this section to
read, “Facility and Equipment Standards for
Sterile Injectable Compounding”, then this
language must change.
1751.4(e) This language appears to tecognize laminar air Pharmacies preparing parentieral cytotoxic agents shall be do
Page 11 of flow hoods (presumably biological safety so in accordance with Section 4-1106(b) of Title 24 of the
16 cabinets) as the appropriate equipment for | colifymia Administrative Code, requiring a laminar air flow medium
preparation of pare'ﬁeral cylotoxic agents. Barier hood or barrier isolator. The hood or isolator must be certified
isolators are recognized by the American Society _ . L. \ . )
of Health-Systems Pharmacists and the USP as annually by a qualified teChmcm_ﬂWhO is familiar with the
appropriate equipment as well. The use of barrier | methods and procedures for certifying laminar air flow hoods
isolators should be stated in this subsection. and clean room requirements, in accordance with National
Sanifation Foundation Standard 49 for Class I (Laminar Flow)
Biohazard Cabinetry, as revised May, 1983 (available from the
National Sanitation Fouadation, 3475 Plymouth Road, P.O.
Box 1468, Ann Arbor, Michigan 48106, phone number (313)
769-8010) or manu facturer's specifications.
Certification records must be retaincd for at least 3 years.
Authority cited: Sections 4005 aud 4127, Business and
Professions
1751.7 {d) As proposed, this language appears to Delete hjgh
Page 16 of | reintroduce end product sterility testing for CSPs | Rgtel
16 made from sterile ingredients using aseptic
wransfers. This is of no value and must be
deleted. '
If the BOP intended for subdivision (d} to apply to
non-sterile to sterile compounding, it should be Insert this language excerpted from cwrent 1751.7 (b):
stated explicitly, ' Each individual involved in the preparafion of sterile injectable
products must successfilly complete a validation
If the BOP intended this language to apply to process on technique before being allowed ro prepare sterile
sterile to sterile compounding, existing 1751.7 Injeclable products. The validation process shall be carried
{b) describes the a_ppropriate process very well out in the saine manner as normal production, excepf thatan
and should be retained. appropriate microbiological growth mediuan is used in place :
_of the actual product used during sterile preparation. The J
Page 4 of 5 10/29/2008
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validation process shall be representative of all types of
manipulations, products and barch sizes the individual is expected
fo prepare. The same personnel, procedures, eguipment, and
malterials are involved. Completed medium samples must be
incubated. If microbial growth is detected, then the sterile
preparation process nust be evaluated, corrective action lakén, and
the validation process repeated. Personnel competency must be
revalidated at least every twelve months, whenever the quality
assurance program yields an unacceplable result, when the
compounding process changes, equipment used in the
compounding of sterile injectable drug products is repaired or
replaced, the jacility is modified in a manner that affects airflow or
tmaffic patternts, or whenever improper aseptic techniques are
observed. Revalidation must be documented.

Page 5 of 5

10/29/2008



Attachment A-3

Specific Language to Amend Title 16 CCR Section 1773
And Add Title 16 CCR Section 1773.5
Ethics Course

Amend Section 1773 to Division 17 of Title 16 of the California Code of Regulations to read as
follows:

§ 1773. Disciplinary Conditions of Probation of Pharmacist.

(a) Unless otherwise directed by the Board in its sole discretion, any pharmacist who is serving a period
of probation shall comply with the following conditions:
(1) Obey all laws and regulations substantially related to the practice of Pharmacy;
(2) Report to the Board or its designee quarterly either in person or in writing as directed; the report
shall include the name and address of the probationer's employer. If the final probation report is not
made as directed, the period of probation shall be extended until such time as the final report is
made;
(3) Submit to peer review if deemed necessary by the Board;
(4) Provide evidence of efforts to maintain skill and knowledge as a pharmacist as directed by the
Board;
(5) Inform all present and prospective employers of license restrictions and terms of probation.
Probationers employed by placement agencies must inform all permittees in whose premises they
work of license restrictions and terms of probation.
(6) Not supervise any registered interns nor perform any of the duties of a preceptor;
(7) The period of probation shall not run during such time that the probationer is
engaged in the practice of pharmacy in a jurisdiction other than California.
(b) If ordered by the Board in an administrative action or agreed upon in the stipulated settlement of an
administrative action, any registered pharmacist who is serving a period of probation shall comply with
any or all of the following conditions;
(1) Take and pass all or any sections of the pharmacist licensure examination and/or attend
continuing education courses in excess of the required number in specific areas of practice if
directed by the Board;
(2) Provide evidence of medical or psychiatric care if the need for such care is indicated by the
circumstances leading to the violation and is directed by the Board;
(3) Allow the Board to obtain samples of blood or urine (at the pharmacist's option) for analysis at
the pharmacist's expense, if the need for such a procedure is indicated by the circumstances leading
to the violation and is directed by the Board;
(4) If and as directed by the Board, practice only under the supervision of a pharmacist not on
probation to the Board. The supervision directed may be continuous supervision, substantial
supervision, partial supervision, or supervision by daily review as deemed necessary by the Board for
supervision, partial supervision, or supervision by daily review as deemed necessary by the Board for
the protection of the public health and safety.
(5) Complete an ethics course that meets the requirements of section 1773.5.
(c} When the circumstances of the case so require, the Board may impose conditions of probation in
addition to those enumerated herein by the terms of its decision in an administrative case or by
stipulation of the parties.

Authority cited: Section 4005, Business and Professions Code. Reference: Section 4300, Business and
Professions Code.

Deletions to the regulatory text are indicated by double strike-through, thus: geletedlanguage. Additions to the
regulatory text are indicated by a double underline, thus: added language.



Add Section 1773.5 to Division 17 of Title 16 of the California Code of Regulations to read as
follows:

§ 1773.5 Ethics Course Required as Condition of Probation.

When directed by the board, a pharmacist or intern pharmacist may be required to complete an ethics
course that meets the requirements of this section as a condition of probation, license reinstatement or
as abatement for a citation and fine. Board approval must be obtained prior to the commencement of
an ethics course.

a. The board will consider for approval an ethics course that at minimum satisfies the following
reguirements:

(1) Duration. The course shall consist of a minimum of 22 hours, of which at least 14 are contact
hours and at least 8 additional hours are credited for preparation, evaluation and assessment.

(2) Faculty. Every instructor shall either possess a valid unrestricted California professional license
or otherwise be gualified, by virtue of prior training, education and experience, to teach an
ethics or professionalism course at a university or teaching institution.

(3) Educational Objectives. There are clearly stated educational objectives that can be realistically
accomplished within the framework of the course.

(4) Methods of Instruction. The course shall describe the teaching methods for each component of
the program, e.g., lecture, seminar, role-playing, group discussion, video, etc.

(5) Content. The course shall contain all of the following components:

(A) Abackground assessment to familiarize the provider and instructors with the factors
that led to the prospective candidate's referral to the class.

(B) A baseline assessment of knowledge to determine the participant's
knowledge/awareness of ethical and legal issues related to the practice of sedicine
pharmacy in California, including but not limited to those legal and ethical issues related
to the specific case(s) for which the participant has been referred to the program.

(C) An assessment of the participant's expectations of the program, recognition of need for
change, and commitment to change.

(D) Didactic presentation of material related to those areas that were problems for the
participants based upon the results of the background assessments and baseline
assessments of knowledge. '

(E) Experiential exercises that allow the participants to practice concepts and newly
developed skills they have learned during the didactic section of the class.

(F} Alongitudinal follow-up component that includes (1) a minimum of two contacts at
spaced intervals (e.g., 6 months and 12 months) within one year after course
completion or prior to completion of the participant’s probationary period if probation
is less than one year, to assess the participant's status; and (2) a status report submitted
to the division within 10 calendar days after the last contact.

(6) Class Size. A class shall not exceed a maximum of 12 participants.

(7) Evaluation. The course shall include an evaluation method that documents that educational
objectives have been met - e.g. written examination or written evaluation - and that provides
for written follow-up evaluation at the conclusion of the longitudinal assessment.

Deletions to the regulatory text are indicated by double strike-through, thus: deletedlanguage. Additions to the
regulatory text are indicated by a double underline, thus: added language.



(8) Records. The course provider shall maintain all records pertaining to the program, including a
record of the attendance for each participant, for a minimum of 3 years and shall make those
records available for inspection and copying by the board orits designee.

(9) Course Completion. The provider shall issue a certificate of completion to a participant who has
successfully completed the program. The provider shall also notify the board or its designee in
writing of its determination that a participant did not successfully complete the program. The
provider shall fail a participant who either was not actively involved in the class or demonstrated
behavior indicating a lack of insight (e.g., inappropriate comments, projection of blame). This
notification shall be made within 10 calendar days of that determination and shall be

accompanied by all documents supporting the determination.

Authority cited: Section 4005, Business and Professions Code. Reference: Section 4300,
Business and Professions Code.

Deletions to the regulatory text are indicated by double strike-through, thus: deletedlanguage. Additions to the
regulatory text are indicated by a double underline, thus: added language.



Attachment A-4

Specific Language to Add Title 16 CCR Section 1785
Self Assessment of a Veterinary Food Animal Drug Retailer

Add Section 1785 to Division 17 of Title 16 of the California Code of Regulations to read as
follows:

§1785. Self-Assessment of a Veterinary Food-Animal Drug Retailer by the Designated Representative-
in-Charge.

(a) The designated representative-in-charge of each veterinary food-animal drug retailer as defined
under section 4041 of the Business and Professions Code shall complete a self-assessment of the
wholesaler’s compliance with federal and state pharmacy law. The assessment shall be performed
before July 1 of every odd-numbered year. The primary purpose of the self-assessment is to promote
compliance through self-examination and education.
(b) In addition to the self-assessment required in subdivision (a) of this section, the designated
representative-in-charge shall complete a self-assessment within 30 days whenever:
(1) A new veterinary food-animal drug retailer permit is issued, or
(2) There is a change in the designated representative-in-charge. The new designated
representative-in-charge of a wholesaler is responsible for compliance with this subdivision.
(3) There is a change in the licensed location of a veterinary food-animal drug retailer to a new
address.
(c) The components of this assessment shall be on Form 17M-40 entitled “Veterinary Food-Animal Drug
Retailer Self-Assessment” which is hereby incorporated by reference to evaluate compliance with
federal and state laws and regulations.
(d) Each self-assessment shall be kept on file in the licensed premises for three years after it is
completed.
{e) The veterinary food-animal drug retailer is jointly responsible with the designated representative-in-
charge for compliance with this section.

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4022.5, 4201, and
4196 Business and Professions Code.
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VETERINARY FOOD-ANIMAL DRUG
RETAILER SELF ASSESSMENT

All legal references used throughout this self-assessment form are explained on Page 17

All references to “drugs” throughout this self-assessment refer to dangerous drugs and
dangerous devices as defined in Business & Professions Code (B&P) section 4022.
(http://www.pharmacy.ca.gov/laws_regs/lawbook.pdf) Dangerous drug or dangerous device
means any drug or device unsafe for self-use in humans or animals.

Definitions:

?Veterinary Food-Animal Drug Retailer” (vet retailer) is an area, place or premises, other
than a pharmacy that holds a valid license from the California State Board of Pharmacy as a
wholesaler and, in and from which veterinary drugs for food-producing animals are dispensed
pursuant to a prescription from a licensed Veterinarian. It is a separate and additional license
from a wholesaler license. Veterinary food—animal drug retailer includes but is not limited to any
area, place or premises described in a permit issued by the board wherein veterinary food-animal
drugs (as defined in Business & Professions Code section 4042) are stored, possessed, or
- repackaged, and from which veterinary drugs are furnished, sold, or dispensed at retail pursuant
to a prescription from a licensed veterinarian.

‘Veterinary Food—Animal Drugs” include any drug to be used in food-producing animals
bearing the legend “Caution: federal law restricts this drug to use by or on the order of a licensed
veterinarian” or words of similar import. Also included is any drug as defined in Section 14206
of the Food and Agriculture Code that is used in a manner that would require a veterinary
prescription.

Veterinary Food-Animal Drug Retailer Name

Address

Phone

E-mail address (optional)

Ownership: Please mark one

[ ] Sole owner [] Partnership =[] Corporation []LLC

(] Non-licensed owner [ ] other (please specify)

CA Veterinary Food-Animal Drug Retailer Permit # Expiration Date
CA Wholesaler Permit # Expiration Date
17M-40

1of18


http:www.pharmacy.ca.gov

DEA Registration # Expiration Date

Date of most recent DEA Inventory

Hours: Daily Sat Sun 24 hours

Designated representative-in charge (DRIC) /pharmacist (RPH)

DRIC License #/ RPH License # Expiration Date

Licensed Veterinary Food-Animal Drug Retailer Staff (designated representative (DRep,
pharmacist):

1. DRep/RPH# Exp. Date
2. DRep/RPH# Exp. Date
17M-40

20f 18



Please mark the appropriate box for each question. If “NO,” enter an explanation on the
“CORRECTIVE ACTION OR ACTION PLAN? lines at the end of the section. If more
space is needed, add additional sheets.

1. Ownership/Location

Yes No N/A

H|m|n

Review the current veterinary food-animal drug retailer permit for this business.
Are the listed owners correct and is the listed address correct? If either is
incorrect, notify the board in writing. (B&PC 4196 [a] [d])

Attach a copy of the notification letter to the board to this document.

CORRECTIVE ACTION OR ACTION PLAN

2. Facility

Yes No N/A

On

OOd

H[En

||
]
Oan
H|mn

Are only pharmacists, intern pharmacists, designated representatives, and
authorized officers of the law, or a person authorized to prescribe, permitted in the
area place or premises described in the permit as a veterinary food-animal drug
retailer without supervision? (B&P 4196][c])

Is a pharmacist or designated representative responsible for any person who enters
the premises for clerical, inventory control, housekeeping, delivery, maintenance,
or similar functions related to the business of a veterinary food animal drug
retailer? (B&P 4196[c])

Are all veterinary food-animal drugs stored in a secure, lockable area? (B&P
4197[a][1])

Premises, Fixtures and equipment: (B&P 4197[a][2])
Fixtures and equipment -Clean and orderly
Premises - dry
Premises - well ventilated
Premises - Adequately lighting

CORRECTIVE ACTION OR ACTION PLAN

17M-40
30f18
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3. Designated Representative-in-Charge/Owner Responsibilities

Yes No N/A

Onn

Oan

Oan

guinn

{mn

Are the owner and the designated representative-in-charge both equally
responsible for maintenance of the records and inventory? (B&P 4081[b])

Is the designated representative-in-charge responsible for the veterinary food-
animal drug retailer’s compliance with all state and federal laws related to
practice as a veterinary food-animal drug retailer? (B&P 4196{d]).

Has the owner notified the board within 30 days of the termination of the
designated representative-in-charge or pharmacist? (B&P 4305.5[a])

Has the owner identified and notified the board of the appointment of a new
designated representative-in-charge within 30 days of the termination of the
former designated representative-in-charge? (B & P 4196[d], 4331[b]. The
appropriate form for this notification is a “Change of Designated Representative-
in-Charge”, which is available on the board’s web site.

Has any designated representative-in-charge who ends his or her employment at a
wholesaler, notified the board within 30 days? (B & P 4305.5[c], 4101[b]. This
notification is in addition to that required of the owner.

CORRECTIVE ACTION OR ACTION PLAN

4. Designated Representative/Pharmacist

Yes No N/A

NI

|

oo

HEIn

Hinin

17M-40
4 of 18

Does your veterinary food-animal drug retailer operate only when a pharmacist or
veterinary designated representative is on the premises? (4053[c])

Is the address of the veterinary designated representative(s) current on their
printed permit? (B&P4100,1704)

If a veterinary designated representative or pharmacist changes his/her name or
personal address of record, he/she will notify the board in writing within 30 days?
(B&P 4100, CCR 1704)

A pharmacist or veterinary retailer designated representative only dispenses drugs
for use on food-producing animals on the basis of a written, electronically
transmitted or oral order received from a licensed veterinarian? (CCR 1780.1[d])

Only a pharmacist or the veterinary designated representative receives an oral
order for a veterinary food-animal drug from the veterinarian? (CCR 1780.1[d])

DRIC Initials



Yes No N/A

O00 A written copy of any oral prescription is sent or electronically transmitted to the
prescribing veterinarian within 72 hours? (CCR 1780.1[d])

CORRECTIVE ACTION OR ACTION PLAN

5. Ordering Drugs by this Business for Future Sale/Transfer or Trade

Yes No N/A

O00 Are drugs ordered only from a business licensed by this board or from a licensed
manufacturer? (B&P 4163[b], 4169)

CORRECTIVE ACTION OR ACTION PLAN

6. Receipt of Drugs by this Business

Yes No N/A

OO0 When drugs are received by your bﬁsiness, are they delivered to the licensed
wholesale premises, and received by and signed for only by a designated
representative or a pharmacist? (B&P 4059.5[a])

CORRECTIVE ACTION OR ACTION PLAN

7. Drug Stock

Yes No N/A

N[N Is all drug stock open for inspection during regular business hours? (B&P
4081[a])

HINN Do all drugs you sell conform to the standards and tests for quality and strength

provided in the latest edition of United States Pharmacopoeia or Sherman Food
Drug and Cosmetic Act? (B&P 4342[a])

OO0 If dangerous drugs, legend drugs or extra label use drugs are returned to the
veterinary food-animal drug retailer from a client are they treated as damaged or
outdated prescription drugs and stored in the quarantine area specified in
California Code of Regulations section 1780(3)(1) and are not returned to stock,
or dispensed, distributed or resold? (CCR 1780.1)

17M-40
50f18 DRIC Initials



CORRECTIVE ACTION OR ACTION PLAN

8. Prescription Dispensing

Yes No N/A

OOa

OO0

a4

oog

H|E[n

H|n|n
I
W
|

Hnn

Are dangerous drugs and extra label use drugs for use on food producing animals

dispensed to clients pursuant to a prescription written by a veterinarian? (CCR
1780.1a][d])

Are dangerous drugs, and extra label use drugs prepared and labeled by a
pharmacist or designated representative only? (CCR 1781.1[d])

A veterinarian’s prescription for a food-producing animal can only be refilled if
the initial prescription issued indicated a specific number of refills. If no refills
are indicated on the initial prescription, no refills may be dispensed. Instead a
new prescription must be obtained from the veterinarian? (CCR 1780.1[g][1])

No veterinary food-animal drug prescriptions are refilled over six months from
the date of issuance of the initial order? (CCR 1780.1[g][2])

Are prescriptions partially filled? If unable to fill the full quantity of drugs
prescribed, fill and ship a portion of the order, so long as the full quantity is
shipped within 30 days? (CCR 1780.1[j])

When partially filling a prescription, does the pharmacist or veterinary designated
representative note the following information on the written prescription for each
date the drugs are shipped: (CCR 1780.1[j])

Quantity shipped?
Date shipped?
Number of containers shipped?

If multiple containers, each container must be sequentially numbered?

If unable to fill the full quantity of a prescription within 30 days, has a new
veterinarian’s prescription been written to fill the remainder of the drugs
originally prescribed? (CCR 1780.1[j])

CORRECTIVE ACTION OR ACTION PLAN

17M-40
60118

DRIC Initials



9. Prescription Labeling

Yes No N/A

||

||
||
||
|
|
|
HiE[n
OOa
H|mn
o0g
||
|
ann
000
N[

ann

Does only a pharmacist or veterinary designated representative prepare and affix
the label to a veterinary food-animal drug product?

Pursuant to a veterinarian’s prescription, are prescription labels affixed to all drug
containers that include: (CCR 1780.1[h][1-14])

Active ingredients or the generic name(s) of the drug?

Manufacturer of the drug?

Strength of the drug dispensed?

Quantity of the drug dispensed?

Name of the client?

Species of food-producing animal for which the drug is described?

Condition for which the drug is prescribed?

Directions for use?

Withdrawal time?

Cautionary statements, if any?

Name of the veterinarian prescriber?

Date dispensed?

Name and address of the veterinary food-animal drug retailer?

Prescription number or another means of identifying the prescription?

If an order is filled in multiple containers, a sequential numbering system
to provide a means to identify multiple units if shipped to the same client
from the same prescription? (container 1 of 6, container 2 of 6)

Manufacture’s expiration date?

CORRECTIVE ACTION OR ACTION PLAN

10. Repackaging

Definition - Repackaging within the meaning of B&P 4041 means that a veterinary food-
animal drug retailer may break down case lots of dangerous drugs as described in 4022(a)
or extra label use drugs, so long as the seals on the individual containers are not broken.

Yes No N/A

|
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Are only sealed original manufacturer’s containers labeled for distribution to
clients? Veterinary retailers or wholesalers cannot open a container and count out

or measure out any quantity of a dangerous legend or extra label use drug. (CCR
1780.1[b])

DRIC Initials




CORRECTIVE ACTION OR ACTION PLAN

11. Sale or Transfer of Drugs by this Business

Yes No N/A

Ood

|

OO0

||

|

|

|
Hin|n

|
|
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Are all dangerous drugs and extra label drugs that are sold, only sold pursuant to a
prescription issued by a veterinarian to a veterinarian’s client for use on food-
producing animals? (CCR 1780.1[a])

No dangerous drugs or extra label drugs are sold, traded or transferred at
wholesale by the veterinary retailers? (B&P 4041)

Are practices in place to prevent dangerous drugs from being sold, traded or
transferred if the vet retailer or wholesaler knew or reasonably should have known
the drugs were adulterated as defined by CA Health & Safety Code section
111250, misbranded as defined by CA Health & Safety Code section 111335, or
beyond the use date on the label? (B&P 4169[a])

List any incidents where adulterated, misbranded or expired drugs were
purchased, sold, traded or transferred by this business in the past 2 years.

Do your advertisements for dangerous drugs or devices contain false, fraudulent,
misleading or deceptive claims? (B&P 4341, 4651, CCR 1766)

Do you offer any rebates, refunds, commissions or preferences, discounts, or
other considerations for referring clients? If your business has any of these
arrangements, please list with whom? (B&P 650)

If your business sells, transfers or delivers dangerous drugs outside of California,
either to another state within the United States or a foreign country, do you
comply with:

All CA pharmacy and veterinary laws related to the distribution of drugs?

The pharmacy law and veterinary laws of the receiving state within the
United States?

The statutes and regulations of the Federal Food and Drug Administration
and the Drug Enforcement Administration?

All laws of the receiving foreign country related to drugs for food
producing animals?

DRIC Initials



Yes No N/A

O All applicable federal regulations regarding the exportation of dangerous
drugs?

Describe how you determine a client in a foreign country is authorized to receive
dangerous drugs or dangerous devices. (B&P 4059.5[e])

CORRECTIVE ACTION OR ACTION PLAN

12. Delivery of Drugs

Yes No N/A

O0a0 Upon delivery of appropriately labeled prescription drugs or extra label drugs to a
client, pursuant to a veterinarian’s prescription, do you obtain the signature of the

client, or the client’s agent, on the invoice with notations of any discrepancies,
corrections or damage? (CCR 1780.1[k])

CORRECTIVE ACTION OR ACTION PLAN

13. Controlled Substances

Yes No N/A

H{En If a controlled substance is dispensed, are the labels on the containers

countersigned by the prescribing veterinarian before being provided to the
client? (CCR1780.1[e])

Note: Please refer to “Controlled Substances” section of the Wholesaler Self Assessment
for additional controlled substance statutes, regulations, and requirements your business
must follow

CORRECTIVE ACTION OR ACTION PLAN

14. Consultant Pharmacist

Yes No N/A

OO Does your consulting pharmacist assure compliance with all statutes and
regulations governing veterinary food-animal drug retailers? (B&P 4198]e])

17M-40
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Yes No N/A

0O Does your consultant pharmacist visit routinely, but at least quarterly? (B&P
4198[e])
Does your consultant pharmacist: (B&P 4198[e])
Hinn Review and revise policies and procedures?
100 Assure compliance with state and federal statutes and regulations for
labeling, storage and dispensing of veterinary food-animal drugs?
O0a0 Provide a written report twice yearly certifying whether or not the

veterinary food-animal drug retailer is operating in compliance with the
requirements of this chapter?

a0 Are these written reports readily available for inspection upon request?

CORRECTIVE ACTION OR ACTION PLAN

15. Designated Representative Training.

Yes No N/A

O0d Does your business prepare and maintain records of training and demonstrated
competence for each individual employed or retained by you? (B&P 4198[b])

a00ad Are records of training and demonstrated competence for each employee

maintained for 3 years after the last date of employment? (B&P 4198[b])

CORRECTIVE ACTION OR ACTION PLAN

16. Quality Assurance Program

Does your business have an ongoing, documented quality assurance program,
which includes but is not limited to: (B&P 4198 [c])

Yes No N/A

Odn Monitoring personnel performance?
NN Storage of veterinary food-animal drugs?
OO0 Maintenance of equipment?

O0d Dispensing of veterinary food-animal drugs?

CORRECTIVE ACTION OR ACTION PLAN

17M-40
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17. Policies and Procedures

Yes No N/A

|
||
OO0
atno
]
N
|
H |
H|En
O0n

Does your business maintain and adhere to policies and procedures for: (B&P
4198)

Handling of veterinary food animal drugs?

Dispensing of veterinary food animal drug?

Staff training records?

Cleaning of equipment?

Storage and maintenance of veterinary food —animal drugs?
Storage and maintenance of equipment?

Record keeping requirements?

Storage requirements?

Security requirements?

Quality assurance?

CORRECTIVE ACTION OR ACTION PLAN

18. Record Keeping Requirements

Purchase and Sales Records

Yes No N/A

HEn

Ofn

OO

Oan

Yes No N/A

O0an

00N
a0n
HnE
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Are all records of acquisition and disposition of dangerous drugs, retained on the

premises, open for inspection, during regular business hours? (B&P 4081, 4332,
CCR 1718)

Are all prescription documents and other disposition records for dangerous drugs
or extra label use drugs dispensed by a vet food-animal drug retailer kept on file
and maintained on the premises for 3 years? (B&P 4198[b])

Are all records of prescription refills retained by your business on the premisés
for 3 years? (CCR1780.1{I], B&P 4081[a], 4332)

Are all purchase and sales records retained in a readily retrievable form? (B&P
4105[a])

Are records of shipment of labeled dangerous drugs to clients (also known as an
expanded invoice) included in the client’s shipment? This document includes:
(CCR1780.1[i])

Drug name?
Quantity shipped?
Manufacturer’s name and lot number?

DRIC Initials



Yes No N/A

OO0 Date of shipment?
000 Name of the pharmacist or vet retailer exemptee who is responsible for the
distribution?

OO Are copies of the records of shipment (also known as the expanded invoice)
distributed to the prescribing veterinarian? (CCR 1780.1 [i])

OO0 Are copies of the records of shipment (also known as the expanded invoice) of
labeled dangerous drugs retained by your business for 3years? (CCR 1780.1[I])

Inventory
Yes No N/A
OO0 Is a current, accurate inventory maintained for all dangerous drugs (B&P 4081]a],
CCR 1718)
Consultant Pharmacist
Yes No N/A
a0 Are consultant pharmacist semi-annual reports retained by your business for 3
years from the making? (B&P 4198 [e])
Quality Assurance
Yes No N/A
OO0 Is quality assurance documentation retained for 3 years from the making? (B&P

4198[d])

Policies and Procedures

Yes No N/A

00 Are all policies and procedures specified in section 4198(a) maintained for 3
years from the making? (B&P 4198(b)

HE{n Are all policies and procedures, documents related to the quality assurance

program, and all records of employee training and demonstrated competency open
for inspection by authorized officers of the law? (B&P 4198[b])

Temporary removal of records

Yes No N/A

OO0 If you temporarily remove purchase or sales records from your business, does
your business retain, on your licensed premises at all times, a photocopy of each
record temporarily removed? (B&P 4105[b])

17M-40

12 0f18 ' DRIC Initials



Off-site storage waiver

Yes No N/A

|

oon

Are required records stored off-site only if a board issued written waiver has been
granted? (CCR 1707[a])

If your business has a written waiver, write the date the waiver was approved and
the off-site address where the records are stored below: (CCR 1707[a])

Yes No N/A

OO

OO

If an off-site written waiver is in place, is the storage area secure from
unauthorized access? (CCR 1707[b][1])

If an off-site waiver is‘in place, are the records stored off-site retrievable within 2
business days? (1707[b][1])

CORRECTIVE ACTION OR ACTION PLAN

19. Reporting Requirements to the Board

Ownership
Yes No N/A
OO0 I understand this veterinary retailer license is not transferable to a new owner. A

HIN|n

HEn

17M-40
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change of ownership must be reported to this board, as soon as the parties have
agreed to the sale. Before the ownership actually changes, an additional
application for a temporary permit must be submitted, in addition to an
application for a permanent new permit, to the board, if the new owner wants to
conduct business while the board is processing the change of ownership
application and until the new permanent permit is issued. A company cannot
transfer the ownership of the business via a contract with another individual or
business, without the board’s approval. (B&P 4201[h]{I], 4196[b], CCR 1709[b])

Are transfers, in a single transaction or a series of transactions, of 10% or more of
the beneficial interest in a business licensed by the board to a person who did not
hold beneficial ownership interest at the time of the initial permit was issued,
reported in writing to the board within 30 days of the transaction? (CCR 1709[b])

Any transfer of a beneficial interest in a business licensed by the board, in a single
transaction or series of transactions, to a person or entity, which results in the
transferee holding 50% or more shall constitute of change of ownership and an
application must be submitted to the board for a change of ownership. (CCR 1709

[e])

DRIC Initials



Yes No N/A

OO When called upon by an inspector, can the business owner or manager, produce
information indicating the names of the business owners, managers and
employees and a brief statement of the capacity for each person employed by the
business? (B&P 4082)

Veterinarian

Yes No N/A

OOod Whenever a veterinary designated representative dispenses to the same client for
use on the same production class of food-animals, dangerous drugs, or extra label
use drugs prescribed by multiple veterinarians, does the veterinary designated
representative contact the prescribing veterinarians for authorization before
dispensing any drugs? (CCR 1780.1[f])

OO0 Are copies of expanded invoices, documenting sales of dangerous drugs,
distributed to the prescribing veterinarian within 72 hours of dispensing? (CCR
1780.1[1I]).

O00 Is a written copy of any oral prescription received by either a pharmacist or
designated representative of the veterinary food-animal drug retailer sent or
electronically transmitted to the prescribing veterinarian within 72 hours? (CCR
1780.1[d])

Consultant Pharmacist

Yes No N/A »

o Does the consultant pharmacist provide written certification every 6 months that
your business is or is not in compliance with all applicable statutes and
regulation? (B&P 4198[e])

aocd Does your business submit the most recent consultant pharmacist report with the

annual application to renew the veterinary food-animal drug retailer license with
this board? (B&P 4198][e])

Designated Representative in Charge/ Designated Representative

Yes No N/A

OO0

O0n

A0
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If a designated representative-in-charge terminates employment at this business,
does the business notify the board within 30 days of the termination? (B&P
4101[b], 4305.5[c])

When a veterinary designated representative leaves the employ of a veterinary
food-animal drug retailer, would the business owner immediately return the
exemptee license to the Board of Pharmacy? (CCR 1780.1[1])

When a designated representative in charge terminates employment at this
business, does the designated representative in charge notify the board within 30
days of the termination.? This requirement is in addition to the requirement for
the owner to notify this board. (B&P 4101[c])

DRIC Initials



Discontinuation of Business

Yes No N/A

oo

=

I understand if this business is discontinued, the owner must notify the board in
writing before the actual discontinuation of business? (CCR 1708.2).

I understand the owner of this business must immediately notify the board in
writing if any assignment is made for the benefit of creditors, if the business
enters into any credit compromise arrangement, files a petition in bankruptcy, has
a receiver appointed, or enters into liquidation or any other arrangement that
might result in the sale or transfer of drugs? (CCR 1705)

Controlled substances (if applicable)

Yes No N/A

HIn|m

oo

HInn

Yes No N/A

HInn

Does the owner report to the board within 30 days of discovery, any loss of

controlled substances, including amounts and strengths of the missing drugs?
(CCR 1715.6)

Does the owner notify the DEA, on a DEA form 106, of any theft or significant
loss of controlled substances upon discovery? (CFR 1301.74{c])

Do your employees know about their obligation to report any known diversion or

loss of controlled substances to a responsible person within your business? (CFR
1301.91)

If the business holds a DEA registration, does the owner understand the .
requirement to notify the DEA promptly of the discontinuation of the business
and all unused DEA 222 order forms must be returned to the DEA?
(CFR1301.52[a], 1305.14)

CORRECTIVE ACTION OR ACTION PLAN

20. Additional Licenses/Permits Required

List all licenses and permits required to conduct this business, including local
business licenses, wholesaler licenses held in other states, permits or licenses
required by foreign countries or other entities (B&P 4107, 4059[a], CFR
1305.11[a])

17M-40
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http:CFR1301.52[a],1305.14

Designated Representative-in-Charge/Pharmacist Certification:

Legal References used in the self-assessment forms (California Code of Regulations [CCR], Title 16 and
Title 24, and Business and Professions Code [B&P], Chapter 9, Division 2) can be found in the California
Pharmacy Law (below) or visit the Board of Pharmacy Web site at www.pharmacy.ca.gov under California
Pharmacy Law and Index.

The Health and Safety Code (H&SC), Division 10, Uniform Controlled Substances Act is also in the
California Pharmacy Law (below) or you can visit the Board of Pharmacy Web site at
www.pharmacy.ca.gov under California Pharmacy Law and Index.

* California Code of Regulations (CCR), Chapter 1, Division 5, Title 22, and other references can be found
in the Callifornia State Law Library or county law libraries.

Code of Federal Regulations (CFR), Title 21, Chapter ll, Drug Enforcement Administration, may be found
at www.dea.gov.

California Board of Pharmacy Bureau of Narcotic Enforcement

1625 N. Market Blvd., Suite N219 Security Prescription and CURES Programs
Sacramento CA 95834 1102 Q Street, 6" FI.

(916) 574-7900 Sacramento, CA 95817

fax; (916) 574-8618 (916) 319-9062

www.pharmacy.ca.gov Fax: (916) 319-9448

http://www.ag.ca.gov/bne
California Pharmacy Law may be obtained by
contacting: - CURES Patient Activity Report Request Forms:
Law Tech http://www.ag.ca.gov/bneftrips.php
1060 Calle Cordillera, Suite 105
San Clements CA 92673
(800) 498-0911 Ext. 5 PRESCRIBER BOARDS:
www.lawtech-pub.com '

Medical Board of California

Pharmacist Recovery Program 1426 Howe Avenue, Suite 54
(800) 522-9198 (24 hours a day) Sacramento CA 95825
(800) 633-2322
Atlantic Associates, Inc. (CURES) (916) 263-2499
Prescription Collection Fax: (916) 263-2387
8030 S. Willow Street, Bldg. llI, Unit 3 http://www.mbc.ca.gov

Manchester NH 03103
Phone: (888) 539-3370
Fax: 877-508-6704
17M-40
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http:http://www.mbc.ca.gov
http:www.lawtech-pub.com
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http:www.dea.gov
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Dental Board of California
1432 Howe Ave. #85
Sacramento, CA 95825
(916) 263-2300

fax: (916) 263-2140
http://www.dbc.ca.gov

Board of Registered Nursing
1625 N. Market Blvd., Suite N217
Sacramento, CA 95834

(916) 322-3350

fax; (916) 574-8637
http://www.rn.ca.gov/

Board of Optometry

2420 Del Paso Road, Suite 255
Sacramento, CA 95834

(916) 575-7170

fax: (916) 575-7292
http://www.optometry.ca.gov/

Osteopathic Medical Board of California
2720 Gateway Oaks Drive, #350
Sacramento, CA 95833

(916) 263-3100

fax: (916) 263-3117
http://www.ombc.ca.gov

Physician Assistant Committee
1424 Howe Avenue, #35
Sacramento, CA 95825

(918) 561-8780

fax: (916) 263-2671
http://www.physicianassistant.ca.gov

Board of Podiatric Medicine
1420 Howe Avenue, #8
Sacramento, CA 95825

(800) 633-2322

(916) 263-2647

fax: (916) 263-2651
http://www.bpm.ca.gov

Veterinary Medical Board
1420 Howe Avenue, #6
Sacramento, CA 95825
(916) 263-2610

fax: (916) 263-2621
http://www.vmb.ca.gov

17M-40
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FEDERAL AGENCIES:

Food and Drug Administration

— Industry Compliance
http://www.fda.gov/oclindustry/centerlinks.htmi#
drugs :

The Drug Enforcement Administration may
be contacted at:

DEA Website:
http://www.deadiversion.usdoj.gov

Online Registration — New Applicants:
http://www.deadiversion.usdoj.gov/drugreg/reg_
apps/onlineforms_new.htm

Online Registration - Renewal:
www.deadiversion.usdoj.gov/drugreg/reg_apps/
onlineforms.htm

Registration Changes (Forms):
http://iwww.deadiversion.usdoj.gov/drugreg/
change_requests/index.html

DEA Registration Support (all of CA):
(800) 882-9539

Online DEA 106 Theft/Loss Reporting:
https://www.deadiversion.usdoj.gov/webforms/
app106Login.jsp

Online DEA 222 Controlled Substance
Ordering System (CSOS):
http://www.deaecom.gov/

DEA - Fresno

2444 Main Street, Suite 240

Fresno, CA 93721

Registration: (888) 304-3251 or

(415) 436-7900

Diversion or Investigation: (559) 487-5402

DEA - Los Angeles

255 East Temple Street, 20th Floor

Los Angeles CA 90012

(888) 415-9822 or (213) 621-6960 (Registration)
(213) 621-6942 or 6952

(Diversion or Investigation)

DEA - Oakland

1301 Clay Street, Suite 460N

Oakland, CA 94612

Registration: (888) 304-3251 or

(415) 436-7900

Diversion or Investigation: (510) 637-5600


http:http://www.deaecom.gov
https://www.deadiversion.usdoj.gov/webforms
http://www.deadiversion.usdoj.gov/drugreg
www.deadiversion.usdoj.gov/drugreg/reg_apps
http://www.deadiversion.usdoj.gov/drugreg/reg
http:http://www.deadiversion.usdoj.gov
http://www.fda.gov/oc/industry/centerlinks.html
http:http://www.vmb.ca.gov
http:http://www.bpm.ca.gov
http:http://www.physicianassistant.ca.gov
http:http://www.ombc.ca.gov
http:http://www.optometry.ca.gov
http:http://www.rn.ca.gov
http:http://www.dbc.ca.gov

DEA - Redding

310 Hensted Drive, Suite 310

Redding, CA 96002

Registration: (888) 304-3251 or

(415) 436-7900

Diversion or Investigation: (530) 246-5043

DEA - Riverside

4470 Olivewood Avenue

Riverside, CA 92501-6210

Registration: (888) 415-9822 or

(213) 621-6960

Diversion or Investigation: (909) 328-6000 or
(909) 328-6200

DEA - Sacramento

4328 Watt Avenue

Sacramento CA 95821

Registration: (888) 304-3251 or

(415) 436-7900

Diversion or Investigation: (916) 480-7100 or
(916) 480-7250

DEA - San Diego and Imperial Counties
4560 Viewridge Avenue

San Diego, CA 92123-1637

Registration: (800) 284-1152

Diversion or Investigation: (858) 616-4100
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Attachment A-5

Specific Language to Add Section 1751.8
Accreditation Agencies for Pharmacies that Compound
Injectable Sterile Drug Products

Add Section 1751.8 to Division 17 of Title 16 of the California Code of Regulations to read as
follows:

§1751.8 — Accreditation Agencies for Pharmacies that Compound Injectable Sterile Drug Products

(a)

Agencies seeking to become approved accrediting agencies for pharmacies that compound

(b)

sterile injectable drugs pursuant to Business and Professions Code section 4127.1, shall provide

evidence satisfactory to the board that:

(1) The accrediting agency performs site inspections and re-accreditation reviews of each
accredited pharmacy at least every three years.

(2) The standards for granting accreditation and scoring guidelines for those standards reflect
California law and sound professional practice as established by nationally recognized
professional or standard-setting organizations.

(3) The surveyors who perform site inspections possess qualifications necessary to evaluate the
professional practices subject to accreditation.

(4) The accrediting agency is recognized by at least one California healthcare payors (e.g.,
HMOs, PPOs, PBGH, CalPERS).

(5) The accrediting agency is able to accredit California and non-resident pharmacies.

An agency seeking recognition from the board to become an approved accrediting agency must

(c)

submit a comparison of the agency’s sterile compounding standards with each of the ,
components of this article and other California law regarding sterile injectable compounding.
The applicant agency’s request will not be processed unless the comparison demonstrates the
agency’s standards are in compliance with California Pharmacy Law.

The board shall consider the length of time the agency has been operating as an accrediting

(d)

agency.
The board shall be able to obtain access to an approved accrediting agency’s report on

(e)

individual pharmacies.
On an annual basis, no later than July 1 of each year, an approved accrediting agency will

(f)

submit a report to the board listing all board- licensed facilities that have been accredited
during the past 12 months.
The board may conduct unannounced inspections of accredited sites to determine if the

licensed facility is in compliance with California law and good professional practice.
This approval shall be good for a period of three years. Three months before the end of the

approval period, an approved accrediting agency must submit a reapplication to the board for
continued recognition as an approved accrediting agency. The Board of Pharmacy shall take
action on a completed application at a scheduled board meeting.




Attachment A-6

Specific Language to Amend Sections 1721 and 1723.1
Dishonest Conduct on a Pharmacist Licensure Examination/Confidentiality

Amend Section 1721 of Division 17 of Title 16 of the California Code of Regulations to read as
follows:

§1721. Dishonest Conduct During Examination.

An applicant for examination as a pharmacist who engages in dishonest conduct during the examination
shall not have that examination graded, shall not be approved to take the examination for fwelve
months three years from the date of the incident, and shall surrender his or her intern eard license until
eligible to take the examination. The applicant may not be issued a pharmacy technician license until
the applicant is again eligible to take the examination.

Note: Authority cifed: Section 4005, Business and Professions Code. Reference: Section 4200, Business
and Professions Code.

Amend Section 1723.1 of Division 17 of Title 16 of the California Code of Regulations to read as
follows:

1723.1. Confidentiality of Examination Questions.

Examination questions are confidential. Any applicant for any license issued by the board who removes
all or part of any qualifying examination from the examination room or area, or who conveys or exposes
all or part of any qualifying examination to any other person may be disqualified as a candidate for a
license. The applicant shall not be approved to take the examination for three years from the date of
the incident and shall surrender his or her intern license until again eligible to take the examination.

The applicant may not be issued a pharmacy technician license until the applicant is again eligible to
take the examination.

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 123 and 496,
Business and Professions Code.






